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DOD’S MANDATORY ANTHRAX VACCINE 
IMMUNIZATION PROGRAM FOR MILITARY 
PERSONNEL 


THURSDAY, APRIL 29, 1999 

House of Representatives, 

Subcommittee on National Security, Veterans 
Affairs, and International Relations, 

Committee on Government Reform, 

Washington, DC. 

The subcommittee met, pursuant to notice, at 10:05 a.m., in room 
2247, Rayburn House Office Building, Hon. Christopher Shays 
(chairman of the subcommittee) presiding. 

Present: Representatives Shays, Mica, Souder, Terry, Tierney, 
Allen, and Schakowsky. 

Also present: Representative Metcalf 

Staff present: Lawrence Halloran, staff director and counsel; 
Robert Newman and Marcia Sayer, professional staff members; 
Jonathan Wharton, clerk; David Rapallo, minority counsel; and 
Ellen Rayner, minority chief clerk. 

Mr. Shays. I would like to call this hearing to order. 

The plan to immunize 2.4 million men and women against 
weaponized anthrax raises legitimate concerns about the safety 
and efficacy of the current vaccine when used for that purpose on 
that many people. To address those questions, we asked the Gen- 
eral Accounting Office [GAO], to examine the data, supporting safe- 
ty and efficacy claims and to gauge the impact of good manufac- 
turing practice deviations on vaccine quality. 

Their preliminary findings will be discussed today. Based on the 
GAO study and other information obtained in the course of the 
subcommittee’s investigation, the anthrax vaccine immunization 
program [AVIP], seems a very broad undertaking built on a very 
narrow foundation. The one study of safety and efficacy in humans, 
which was conducted among textile workers in the late 1950’s, test- 
ed a different vaccine formulation than the one subsequently ap- 
proved by the Food and Drug Administration [FDA], and used in 
the AVIP. 

Using data on one vaccine to support the approval of another is 
problematic, particularly when there is no direct marker or cor- 
relate of human protection to use in comparing the two vaccines. 

Lack of a surrogate for anthrax immunity also means efficacy 
tests outcomes in animals cannot be extrapolated to humans. The 
fact that vaccinated monkeys survived exposure to inhaled anthrax 

( 1 ) 
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longer than guinea pigs or mice suggests, but does not prove, some 
vaccine protection in man. 

Later studies of the FDA-licensed vaccine also show wide vari- 
ations in adverse reaction rates, suggesting safety issues that may 
become apparent as usage grows from 200 or 300 people each year 
to several hundred thousand. There have been no studies of long- 
term health effects. 

Poor DOD recordkeeping prevented any systematic health sur- 
veillance of the 150,000 Gulf war troops who took the vaccine. Last 
year. Congress directed the National Academy of Sciences to study 
the association between Gulf war veterans’ illnesses and wartime 
exposures, including the anthrax vaccine. 

So it may be premature to conclude that the vaccine is as safe 
and effective for use in a global protection effort as it might be for 
use by a few thousand mill workers and veterinarians. 

Other factors relied upon by DOD to support vaccine safety and 
efficacy findings have been inflated to better match the scope of the 
AVI program. DOD relies heavily on FDA approval of the vaccine 
and FDA regulation of the manufacturer as an indicia of the vac- 
cine’s safety and quality. But we now know that approval was 
based on another vaccine in another time for use in another setting 
against a different route of exposure. 

FDA inspection reports portray an uncharacteristically passive 
regulator tolerating numerous serious and persistent violations for 
years at the Michigan production plant, now owned by the BioPort 
Corp. 

The DOD witness at our previous hearing pointed to the “inde- 
pendent review of the health and medical aspects of the overall 
program by Dr. Gerard Burrow of Yale University Medical School,” 
but his report entailed no independent analysis of safety and effi- 
cacy data. 

In a recent letter to the subcommittee. Dr. Burrow clarifies that 
mischaracterization of his work, saying his charge was only “gen- 
eral oversight of the vaccination program.” 

The AVIP confronts many active-duty, reserve, and national 
guard members with agonizing personal and professional choices. 
They deserve answers to their questions about the effectiveness 
and wisdom of this mandatory, invasive forced protection program. 
They deserve to know the vaccine chosen to meet the preeminent 
biological threats is as well tested and technologically advanced as 
the best weapons systems. 

They need to be assured claims of AVIP safety are based on more 
than exaggerated interpretations of inconclusive data, and they 
need to be assured claims of AVIP effectiveness are based on more 
than wishful thinking about monkeys. 

At this time, I would like to call on our colleague Ms. 
Schakowsky to see if you have any statement. OK? And Mr. Terry. 

I would invite our guest to the committee and invite Mr. Metcalf 
if he would like to make a statement. 

[The prepared statement of Hon. Christopher Shays follows:] 
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The plan to immunize 2,4 million men and women against weaponized anthrax raises 
legitimate questions about the safety and efficacy of the current vaccine, when used for that 
purpose, on that many people. 

To address those questions, we asked the Genera! Accounting Office (GAO) to examine 
the data supporting safety and efficacy claims, and to gauge the impact of Good Manufacturing 
Practice (GMP) deviations on vaccine quality. Their preliminary findings will be discussed 
today. 


Based on the GAO study, and other information obtained in the course of the 
Subcommittee’s investigation, the AVIP seems a very broad undertaking built on a very narrow 
foundation. 

The one study of safely and efficacy in humans, conducted among woolen mill workers 
in the late 1950s, tested a different vaccine formulation than the one subsequently approved by 
the Food and Drug Administration (FDA) and used in the AVIP. Using data on one vaccine to 
support the approval of another is problematic, particularly when there is no direct maricer or 
correlate of hiunan protection to use in comparing the two vaccines. Lack of a surrogate for 
anthrax immunity also means efficacy test outcomes in animals cannot be extrapolated to 
hmnans. The fact that vaccinated monkeys survive exposure io inhaled anthrax longer than 
guinea pigs or mice suggests, but does not jM’ove, some vaccine protection in man. 

Later studies of the FDA licensed vaccine also show wide variations in adverse reaction 
rates, suggesting safety issues that may become apparent only as usage gpows from two or three 
hundred people each year to several hundred thousand. 
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There have been no studies of long term health eflfects. Poor DoD record keeping 
prevented any systematic health surveillance of the ISO.tXX) Gulf War troops who took the 
vaccine. Last year. Congress directed the National Academy of Sciences to study the association 
between Gulf War veterans’ illnesses and wartime exposures, including the anthrax vaccine. 

So it may be premature to conclude the vaccine is as safe and effective for use in a global 
force protection effort as it might be for use by a few thousand mill workers and veterinarians. 

Other factors relied upon by DoD to support vaccine safety and efficacy findings have 
been inflated to better match the scope of the AVIP program. DoD relies heavily on FDA 
approval of the vaccine and FDA regulation of the manufacturer as indicia of vaccine safety and 
quality. But we now know that approval was based on another vaccine, in another time, for use 
in another setting, against a different route of exposure. And FDA inspection reports portray an 
uncharacteristically passive regulator, tolerating numerous, serious and persistent violations for 
yearn at the Michigan production plant, now owned by the BioPort Corporation. 

The DoD witness at our previous hearing pointed to the “independent review of the health 
and medical aspects of the overall program” by Dr. Gerard Burrow of Yale University Medical 
School. But his re|K>it entailed no independent analysis of safety and efficacy data, and in a 
recent letter to the Subcommittee, Dr. Burrow clarifies that mischaracterization of his work, 
saying his charge was only “general oversight of the vaccination program.” 

The AVIP confronts many active duty, reserve and national guard members with 
agonizing personal and professional choices. They deserve answers to their questions about the 
effectiveness and wisdom of this mandatory, invasive force protection program. They deserve 
to know the vaccine chosen to meet the preeminent biological threat is as well-tested and 
technologically advanced as any weapons system. They need to be assured claims of AVIP 
safety are based on more than exaggerated interpretations of inconclusive data. And they need to 
be assured claims of AVIP effectiveness are based on more than wishful thinking about 
monkeys. 

We welcome the testimony of all our witnesses this morning as we continue our oversight 
of the anthrax vaccine program. 
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Mr. Metcalf. I would. Thank you, Mr. Chairman. 

I want to thank the chairman and other members of the sub- 
committee for allowing me to participate in this hearing and ex- 
press my concerns regarding the safety and effectiveness of the an- 
thrax vaccine. I am deeply grateful that you have been willing to 
conduct this examination of the Department of Defense’s anthrax 
vaccine immunization program for all military personnel. 

I have two outstanding Navy bases in my district. The men and 
women assigned to carry out the missions of Naval Station Everett 
and Naval Air Station ^^idbey Island are some of our Nation’s fin- 
est. I want for them the very best in protection, training, equip- 
ment, and every advance of science and medicine that is at our dis- 
posal. 

I understand the grave concerns which have been the catalyst for 
the anthrax immunization program. I must question, however, the 
decisions that have been made resulting in the current program. 
From the time this program was announced, I have had serious 
reservations. 

It is my understanding that we have one source for the anthrax 
vaccine, and that single source has had significant problems with 
FDA violations. I also understand that the anthrax vaccine cur- 
rently being used to vaccinate our active-duty force was produced 
prior to renovations that are under way at the production facility. 

The scientific research upon which FDA based its approval was 
not conducted to assess protection against a weaponized version of 
anthrax. Furthermore, the current vaccine was never intended for 
widespread general use but rather for a very small, targeted popu- 
lation. 

The monitoring system for reporting problems has been woefully 
inadequate. 

Those are just a few of the facts that cause me to question the 
wisdom of this accelerated service-wide program. 

I would like to make the committee members aware of the re- 
cently published GAO investigation that I requested regarding the 
presence of squalene antibodies being found in the blood of some 
sick Gulf war-era veterans. 

I asked the GAO to determine if there was any possibility that 
veterans had received an adjuvant formulation containing squalene 
and to evaluate the validity of the independent research being re- 
ported. In their response, the GAO revealed the depth of research 
that had been conducted using experimental squalene adjuvant for- 
mulations by both the Department of Defense and National Insti- 
tutes of Health. 

It also confirmed that the independent research is based on 
sound scientific principles. The integrity of the findings convinced 
the GAO that this issue needs to be pursued aggressively. 

There are many troubling questions that have been raised as a 
result of GAO’s squalene study. Many of you may have seen the in- 
vestigative articles currently in the press. There have been even 
suggestions that there could be a relationship to the anthrax vac- 
cine. 

I don’t know what we will find, but I do know that we have a 
moral obligation to those who are suffering to stay the course until 
this mystery is solved. 
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On behalf of the extraordinary active-duty personnel and vet- 
erans in my district, I want to thank you, Mr. Chairman, for the 
efforts of this committee. You have provided desperately needed 
leadership on this issue. Your quest for accountability and the 
truth is an example to all of us. 

I am confident that our military force will be stronger as a con- 
sequence of this examination of the anthrax vaccine program. 

I look forward to working with you on this. 

Mr. Shays. Thank you. It is nice to have you here. 

Let me just get some housekeeping out of the way. 

I ask unanimous consent that all members of the subcommittee 
be permitted to place any opening statement in the record and that 
the record remain open for 3 days for that purpose. And without 
objection, so ordered. 

And I ask further unanimous consent that all witnesses be per- 
mitted to include their written statements in the record. And with- 
out objection, so ordered. 

At this time, I would like to call our first witness. His name is 
Mr. Kwai Chan, Director of Special Studies and Evaluations, Na- 
tional Security and International Affairs Division, General Ac- 
counting Office [GAO]. 

Thank you. And I believe you are accompanied by Dr. Sushil 
Sharma. And I will swear in both of you, but, Mr. Chan, I think 
you are the only one who will be giving testimony. 

Mr. Chan. yL. 

[Witnesses sworn.] 

Mr. Shays. Note for the record that both have responded in the 
affirmative. 

Mr. Chan, what we are going to do is, we are going to have a 
green light for 5 minutes, we are going to roll it over for another 
5 minutes. 

Mr. Chan. OK. 

Mr. Shays. And your testimony, obviously, is very important be- 
cause it sets the stage for the rest of the hearing. So I want to 
make sure you say everything you need to say. 

So, if you are ready, let’s begin. 

STATEMENT OF KWAI CHAN, DIRECTOR OF SPECIAL STUDIES 

AND EVALUATIONS, NATIONAL SECURITY AND INTER- 
NATIONAL AFFAIRS DIVISION, GENERAL ACCOUNTING OF- 
FICE, ACCOMPANIED BY SUSHIL K. SHARMA, ASSISTANT DI- 
RECTOR 

Mr. Chan. Thank you, Mr. Chairman and members of the sub- 
committee and Congressman Metcalf. It is, indeed, my pleasure to 
be here today. Before I present to you our findings on the safety 
and efficacy of the vaccine, which we conducted at your request, I 
want to introduce my colleague. Dr. Sharma, and also I want to ac- 
knowledge my staff. Dr. Howard Deshong and Mr. George Bogart 
in helping me to prepare this testimony. 

Let me first discuss the context. As you know, controversy has 
surrounded the anthrax immunization program since DOD began 
vaccinating the first of 2.4 million active-duty and reserve mem- 
bers. Some have questioned the safety and efficacy of the vaccine, 
especially after they learned about the numerous problems FDA 
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found during the inspection of the Michigan facility. Some Gulf war 
veterans believe that their illnesses might have been caused by an- 
thrax vaccines that they received during the war. 

Let me turn to our results. With regards to safety, I have three 
findings to report. First, the short-term safety of a vaccine was ob- 
tained from data collected for licensing and data on subsequent 
use. The interpretation of pre-licensing data was complicated by a 
switch from one vaccine to another while the study was under way. 

Second, after licensing, this vaccine has been used by a small 
number of individuals, unlike other vaccines. This number is too 
small to detect rare and serious adverse events. In the 1970’s, FDA 
did not have an adverse-effect reporting system in place for vac- 
cines. From the available data, we can say that the reported num- 
bers are based on how closely you monitor individuals who receive 
this vaccine. 

As shown in table one on page 7 of my statement — ^you see a 
table there — which says that if you do not follow individuals closely 
after they receive the vaccine, like in a passive system, the number 
of significant adverse events are significantly lower. And when you 
monitor individuals closely, then the number rises significantly, 
this means that the adverse-event reporting system is really de- 
pendent on the data you collect, and on the way you collect the 
data. 

Third, the long-term safety of the vaccine has not yet been stud- 
ied, and, therefore, one cannot conclude that there are no known 
long-term effects. 

In summary, then, concerning vaccine safety, studies have been 
performed to examine the safety of both original vaccine and the 
licensed vaccine. These two vaccines were made using different 
processes and have different data to support their safety. 

While these studies identify varying rates of adverse reactions 
depending on the data-collection mechanism, be they passive or ac- 
tive, they did not question the safety of the vaccine. The long-term 
safety of the vaccine had not been studied. 

With regard to the efficacy of the vaccine, I have three findings 
to report. First, the only human efficacy study conducted was done 
on the earlier vaccine, not the licensed vaccine. This study on effi- 
cacy was done in 1962 by Brachman. The study demonstrated effi- 
cacy against cutaneous anthrax but not inhalation anthrax, which 
is the current military threat. 

In the 1980’s, the military collected efficacy data on animals spe- 
cific to inhalation anthrax. All these studies have supported the 
view that in those models the vaccine can protect against some an- 
thrax strains, but not all. 

Work using monkeys conducted in 1996 show for the first time 
that non-human primates could be protected against inhalation an- 
thrax. However, in both the guinea pig and the monkey studies, 
protection did not correlate with the level antibodies to protective 
antigen [PA]. 

More recent work done in 1998, by the military, came to the 
same conclusion, “It is unknown what immune mechanisms are im- 
portant in specific resistance to anthrax. Without a specific and 
measurable immune correlate of protection, extrapolation of protec- 
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tion data to show that the vaccine is effective for humans, is of 
questionable value.” 

Taking all the evidence into account, it is likely that the vaccine 
does give some protection. But to what extent, against what 
amount of anthrax, against which strains, and how long protection 
last are not known. 

In summary, on efficacy, I can say that studies on efficacy of the 
original and licensed vaccines have been limited to a study of the 
efficacy of original vaccines for humans and studies of the efficacy 
of the licensed for animals. 

The study on the original vaccine concluded that the vaccine of- 
fered protection against cutaneous anthrax. The studies on the li- 
censed vaccine focus on the efficacy of vaccines in protecting ani- 
mals against inhalation anthrax. These studies, while showing 
some positive results, may not be extrapolated to humans. 

DOD is planning to conduct such correlating studies. 

With regards to FDA’s inspection of the Michigan facility, we 
found that until 1993 FDA inspectors did not inspect the part of 
the facility where anthrax vaccine was made because they were not 
immunized with anthrax vaccine. 

The 1996 and 1998 inspection by FDA of the MBPI facility is one 
of a series that through the years have been problematic. The 
Michigan facility has received warning letters and notice of intent 
to revoke their facility license. 

FDA’s inspection of the Michigan facility found a number of defi- 
ciencies, which fall into two categories. Those that, although seri- 
ous, might affect only one or a limited number of batches that were 
produced when the deficiency was extant and those of generic na- 
ture that could compromise the safety and efficacy of any or all 
batches. 

The manufacturing plant is currently closed for renovation. 

Mr. Chairman, this concludes my remarks. 

[The prepared statement of Mr. Chan follows:] 
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Mr. Chairman and Members of the Subcommittee: 

We are pleased to be here today to discuss the results of our ongoing examination 
of the safety and efficacy' of the anthrax vaccine, which is being done at your 
request. My testimony presents preliminary findings on (1) the short- and long- 
term safety of the vaccine, (2) the efficacy of the vaccine, and (3) probiems the 
Food and Drug Administration (FDA) found in the vaccine production facility in 
Michigan that could compromise the safety, efficacy, and quality of the vaccine. 
We plan to issue the final report on our review this fall. 

As you know, concerns have been raised about the Department of Defense's 
(DOD) anthrax immunization program since the Department began vaccinating 
the first of 2.4 million active duty and reserve members. For eicample, some Gulf 
War veterans are suffering from unexplained illnesses that they believe might 
have been caused by anthrax vaccines that they received during the war. Also, 
some active duty military personnel expressed concerns regarding the safety and 
efficacy of the anthrax vaccine after the FDA found problems during the 
inspection of the facility that was manufacturing the anthrax vaccine. With this 
background, I will discuss our results. 


' Safety means relative freedom from harmful effects to persons affected directly or indirectly by a 
product that has been prudently administered, taking into considerations the character of the 
product in relation to the condition of the recipient at the time. Efficacy is not an absolute term. It 
is a measure of a product's ability to produce a given response. An effective vaccine will provide 
a certain degree of protection for a certain period of time. 
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RESULTS IN BRIEF 


The anthrax vaccine being given to U.S. military personnel was licensed in 1970. 
Before the vaccine was licensed, the vaccine and the manufacturing process were 
changed, creating a similtu- vaccine, produced by the Michigan Department of 
Public Health (MDPH), which was the one eventually licensed: The Seifety study 
conducted before licensing used both the original vaccine and MDPH vaccine. 
Knowledge to date about the safety of the vaccine includes the results of the 
original study and a 1998 DOD study of 500 vaccine recipients. While these 
studies identified varying rates of adverse reactions, they did not question the 
safety of the vaccine. The long-term safety of the vaccine has not yet been 
studied. 

Prior to the time of licensing, no human efficacy testing of the MDPH vaccine was 
performed. However, a study was done on the efficacy of the original vaccine, 
This study concluded that the vaccine provided protection to humans against 
anthrax penetrating the skin. In the 1980’s, DOD began testing the efficacy of the 
licensed vaccine on animals, focusing on its protection against inhalation anthrax. 
DOD recognizes that correlating the results of animal studies to humans is 
necessary and told us that it is planning research in this area 


' The original license for the production of anthrax vaccine was issued to MDPH. In 1995, the 
licensed facility changed its name to the Michigan Biologic Products Institute. In 1998, the 
licensed facility was sold, and its name was change to BioPort, The term MDPH will be used to 
refer to the licensed facility throughout this testimony. 
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Careful control of the manufacturing proce^ is essential to ensure the quality of 
the product. The FDA inspections of Uie facility where the licensed vaccine was 
manufactured uncovered numerous problems. The facility received warning 
letters from FDA, including one in March 1997 stating its intent to revoke the 
facility’s license. The facility closed its plant in 1998 and is now being renovated. 
FDA requires the manufacturer to meet specifications for sterility, stability, purity, 
and potency. In addition to the lot release testing required by FDA, DOD is 
conducting supplemental testing of each lot from this plant before distributing the 
vaccine. 

BACKGROUND 

The nature and magnitude of the military threat of biological warfare (BW) has 
not changed since 1990, both in terms of the number of countries suspected of 
developing BW capability, the types of BW agents they possess, and their ability to 
weaponize and deliver those BW agents. Inhalation anthrax is cottsidered by DOD 
to be the primary B W threat because of its lethality, ease of production, and 
weaponization. 

The original anthrax vaccine was developed by George Wright in the 1950s and 
first produced on a large scale by Merck. After a 1962 study on the vaccine's 
effects in mill workers, its manufacturing process was changed, and the Michigan 
Department of Public Health (MDPH) took over as the vaccine’s producer. This 
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changed vaccine was licensed in 1970 by the Division of Biologies, National 
Institute of Health, to be manufactured by MDPH. 

Vaccines have three distinguishing features that contrast with those of chemical 
drugs. First, either they have no clearly chemically defined composition, or 
simple chemical analysis is insufficient for effective characterization. Second, 
proper evaluation of them (qualitatively or quantitatively) is usually done by 
measuring their effects in vivo (in the living organism). Finally, quality cannot be 
guaranteed from final tests on random samples but only from a combination of in- 
process tests, end-product tests, and strict controls of the entire manufacturing 
process, 

VACCINE SAFETY 


Studies have been performed to examine the safety of both the original vaccine 
and the licensed vaccine. These two vaccines were made using different 
processes and have different data to support their safety. While these studies 
identified varying rates of adverse reactions, they did not question the safety of 
the vaccine. The long-term safety of the vaccine has not yet been studied. 

Data on Safety of the Original Vaccine 
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A study on the original vaccine’s safely was done by Philip Brachman and 
published in 1962.’ Brachman reported on 379 subjects that received this vaccine. 
About 35 percent had local reactions, a figure that varied during the inoculation 
series. Some recipients developed more severe edema that extended to the mid- 
forearm or wrist. Two individuals had systemic reactions in addition to the 
edema The researchers actively collected data on adverse reactions to the 
vaccine, and the study concluded that individual reactions to the vaccine were 
relatively minor. 

Data on Safety of the Licensed Vaccine 

After the original vaccine was developed, MDPH was granted a license for a 
similar vaccine that differed from the original vaccine in three ways. First, the 
manufacturing process changed when MDPH took over. Second, the strain of 
anthrax that Merck used to grow the original vaccine was changed, and another 
strain was used to grow the MDPH vaccine. Finally, to increase the yield of the 
protective antigen (which is believed to be an important part of the vaccine's 
protective effects), the ingredients used to make vaccine were changed from the 
original vaccine. 

Four safety studies have been done that include the licensed vaccine. The results 
of those studies are presented in Table 1. The Center for Disease Control 

’ P.S. Brachman et at, Field evaluation of a human anthrax vaccine, American Journal ot Public 
Health , vol. 52 {1962), pp. 632-645. 
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collected data on the Investigational New Drug (IND) study, DOD collected data 
for both the Pittman study and the Tripler Army Medical Center (TAMC) Anthrax 
Survey, and DOD is currently collecting reports on adverse events. The number of 
adverse reactions appears to depends, in part, upon whether the mechanism for 
monitoring reactions is active or passive. (Active monitoring means that the 
vaccine recipients are contacted to ascertain any adverse reactions after vaccine 
administration; passive monitoring means that the onus is on the vaccine 
recipients to report any adverse reactions after vaccine administration.) None of 
the studies questioned the vaccine’s safety. 
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Table I: Reactions to Licensed Anthrax Vaccine Reported in Various Studies 


Study 

Type of 
Reporting 

Number 
Vaccinated 
(or doses) 

Local reactions 
(percent) 

Systemic reactions 
(percent) 

Mild 

Moderate / 
Severe 

Mild 

Moderate / 
Severe 

IND 

Active / 
Passive 

3,984* 

6-20“ 

I-IO" 

None" 

.05* 

Pittman 

fl997) 

Active 

508 

16 

5 

29' 

14 

TAMC 

(1998) 

Active 

536 

Not Addressed 

43“ 

5 

DOD 

(Current 

monitoring) 

Passive 

223,000' 






“This number represents the number of study participants who received the first 
dose of the licensed vaccine. 

"These figures represent the percentage of people who experienced this type of 
reaction during the study, even if they had previously been inoculated with the 
Merck vaccine. 

'This figure also includes persons who had reactions of “unknown" severity. 
“This figure represents the frequency of the most common side effect, myalgia. 

'DOD testified that as of March 16, 1999, more than 223,000 service member have 
been immtmized. There had been 42 reports on adverse effects submitted to the 
FDA and CDC. Only seven service members required hospitalization or 
experienced loss of duty for more than 24 hours. 


Studies on the efficacy of the original and the licensed vaccines have been limited 
to a study of the efficacy of the original vaccine for humans, and studies of the 
efficacy of the licensed vaccine for animals. The study on the original vaccine 
concluded that the vaccine offered protection against anthraxpenetrating human 
skin. The studies on the licensed vaccine focused on the efficacy of the vaccine in 
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protecting animals against inhalation of anthrax. These studies, while showing 
some positive results, may not be extrapolated to humans. DOD is planning to 
conduct such correlating studies. 

Human Efficacy Study 

The only study of the efficacy of the vaccine for humans was performed by 
Brachman, using the original vaccine. Tlie Brachman study claimed that the 
vaccine gave 93 percent (and a lower confidence limit of 65 percent) protection 
against anthrax penetrating the skin. It found that the number of individuals who 
contracted anthrax by inhalation was too low to assess the efficacy of the vaccine 
against this form. 

Because the vaccine used in the Brachman study was different from the licensed 
vaccine, additional data were submitted to the Division of Biologies, Department 
of Health, Education, and Welfare (HEW), to support the license application for 
the MDPH vaccine. In a February 1969 memorandun\ an HEW committee 
concluded that based on the data, the assumption of efficacy appeared 
speculative. Similarly, a 1991 Army document noted that “it would be 
scientifically incorrect to assume that this Qicensed) vaccine would be totally 
efficacious under different circumstances, that is, beyond the parameters of the 
study design.” Thus, assuming that the epidemiological evidence from the original 
vaccine is applicable to the licensed vaccine, we can concludethat the licensed 
vaccine is efficacious against cutaneous exposure but that testing still needs to be 
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conducted on inhalation anthrax. In the absence of a specific study, efficacy of 
the licensed vaccine for humans has been inferred from other data, mcluding a 
reduction in the incidence of anthrax following immunization of at-risk 
individuals and from animal experiments. 

Animal Efficacy Studies of Licensed Vaccines 

Beginning in the late 1980’s, DOD began studying the efficacy of vaccines on 
animals, using guinea pigs, rabbits, and monkeys. All of these studies support the 
view that in these animals, the licensed vaccine can protect against exposure to 
some strains of anthrax either by inoculation or inhalation. It is clear, however, 
that animal species differ in their susceptibility. Studies of guinea pigs show that 
some anthrax strains are more or less resistant to vaccines for humans (both the 
U.S. and United Kingdom versions) but are protected by the live spore veterinary 
vaccine.^ 

Research using monkeys showed for the first time that monkeys could be 
protected against aerosol exposure.' However, in both the guinea pig and monkey 
studies, protection did not correlate with levels of antibodies to a protective 
antigen. Several studies have shown no direct comparison of immunity in humans 
to that in monkeys. Study findings suggest that “the importance of various 

* P.C.B Turnbull, et al„ Development of antibodies to protective antigen and lethal factor 
components in humans and guinea pigs and their relevance to protective immunity, infectious 
Immunology, vol. 52 (1988) pp.356-363. 
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specific immune mechanisms against inhalation anthrax may vary in different 
animal species or . . . the ability of the licensed human vaccine to stimulate cell- 
mediated immunity may be greater in some species than others.” A 1998 study 
comes to the same conclusion and emphasizes the need for further studies. In 
animals, the lack of correlation of protection with antibodies to protective antigen 
has some important consequences. 

DOD recognizes the importance of establishing a correlate of immunity in 
humans. Recently, it has sought to develop a serologic correlate of immunity in 
an animal model to use for humans. 

VACCINE MANUFACTURING PROCESS 

The quality of a vaccine is closely linked to its manufacturing process, which must 
be rigorously controlled to ensure that batches of vaccines produced on different 
occasions are of reproducible and consistent quality. In general, quality is 
achieved by applying the current good manufacturing practice. This process is 
not static but involves manufacturers and regulators in a continuing process of 
assessment and upgrades as scientific progress, technical development, and 
experience help to identify deficiencies and make improvements possible. Such 
principles also apply to the facilities and equipment in which products are 
manufactured. 


’ B.E. Ivins, et at, Efficacy of a standard human anthrax vaccine against Baccillus anthracis 
aerosol challenge in rhesus monkeys, in “Proceedings of the International Workshop on Anthrax, 
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Accordingly, vaccine production is very highly regulated to ensure that the 
products are of consistent quality and safe and effective for the purpose(s) for 
which regulatory approval was granted. Until 1993, FDA inspectors did not 
inspect the MDPH facility where the anthrax vaccine was made. According to 
FDA, access was not granted because its inspectors had not been vaccinated 
against anthrax. 

FDA’s inspections of the MDPH facility found a number of deficiencies. The 
deficiencies that FDA identified in its February 1998 inspection fall broadly into 
two categories: those that, although serious, might affect only one or a limited 
number of batches that were produced when the deficiency was extant and those 
of a generic nature that could compromise the safety and efficacy of any or all 
batches. DOD had also identified deficiencies during a March 1992 inspection, 
including the absence of stability studies. In 1998, MDPH closed its plant, which 
is now being renovated. DOD has directed that supplemental testing be done on 
the lots of vaccine in the current inventory. 


Mr. Chairman, this concludes my statement. I will be happy to answer any 
questions you may have. 

(713030) 


Salisbury Medical Bulletin . Special Supplement no. 87 (1996) pp.12S-126. 
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Mr. Shays. Would you repeat your last sentence. I was 

Mr. Chan. Yes. 

Mr. Shays. Make your last point. 

Mr. Chan. The manufacturing plant is currently closed for ren- 
ovation. 

Mr. Shays. Right, but before that. 

Mr. Chan. Yes. 

Mr. Shays. I just want to be clear on the dates. That is what I 
was asking my staff. The plant was not inspected until when, thor- 
oughly, by FDA? 

Mr. Sharma. The FDA inspectors were visiting the plant and the 
process has changed over time, but they were not able to enter the 
facility where they were manufacturing the 

Mr. Shays. Dr. Sharma, I am going to have you get a separate 
microphone, if you can. I am sorry. I should have asked you to do 
that before. I apologize to our official reporter. 

Yes. You can pull it down and put it in front of you please. Does 
it reach? 

There you go. Thank you, Jonathan. 

Mr. Sharma. FDA inspectors had been inspecting the manufac- 
turing facility at routine intervals. However, while they looked at 
other components of the GMP, they did not enter the manufac- 
turing facility because they were told that they were not immu- 
nized. 

The first evidence that we found from FDA records was in 1996, 
when they were told, essentially, that they were immunized and 
they could enter the facility, and which point in time they uncov- 
ered numerous problems. 

Mr. Shays. So are we basically saying the anthrax portion was 
never fully inspected until 1996? 

Mr. Sharma. That is correct. The other components of the an- 
thrax production were looked at, at routine intervals such as, you 
know, where they have the labeling 

Mr. Shays. No. I understand. OK. 

Let me start out first by, Mr. Chan, talking about safety. I just 
want to follow the flow of these questions. So you have responded 
in part, but I want to make sure I am focused on it. 

How different is the licensed vaccine from the earlier version 
used in the study? 

Mr. Chan. The original vaccine was developed in the 1950’s by 
Dr. Wright in Fort Detrick, as I remember. And, the actual license 
vaccine, MDPH at the time, the Michigan Department of Public 
Health, was granted a license for a similar vaccine. But I think we 
found at least there were three differences from the original vac- 
cine. 

First, the manufacturing process changed when MDPH took over, 
and second, the strain of anthrax that Merck used — this is the 
original license, I mean the original vaccine was produced by 
Merck. The strain of anthrax that Merck used to grow the original 
vaccine was changed, and another strain was used to grow the 
MDPH vaccine. 

And finally, to increase the yield of the protective antigen [PA], 
the ingredient to make the vaccine was changed from the original 
vaccine. 

So, I think we see three different changes made. 
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Mr. Shays. Do you consider the safety data on the earlier vaccine 
relevant to the questionable safety of the licensed vaccine? I mean, 
how relevant is this issue? 

Mr. Chan. I think it is relevant and also is important to under- 
stand, back in the 1970’s, when the requirement for licensure was 
purely based on safety. I think that the way that it was done, and 
later on maybe FDA can expand on this, it is based on the compari- 
son of level of antibody generated, by the two different vaccines. 

Mr. Shays. Excuse me a minute. I should be timed, Jon. Sorry. 

I am sorry. Make your last point again, please. 

Mr. Chan. I am saying that I think the only possible similarity 
that was produced is really based on the antibody reaction to PA 
that was generated using the two different vaccines. So, in a way, 
on the current standard, they are clearly two different vaccines. 

Mr. Shays. OK. What basis did you find for the DOD statement 
that no known long-term side effects are associated with the an- 
thrax vaccine? 

Mr. Chan. Well, I think maybe the statement by itself is mis- 
leading because in a way I don’t believe and we have not found any 
studies on long-term effects. So if you did not collect the data, cer- 
tainly there will be no known side effects. 

Mr. Shays. When you say you didn’t find it, could you just elabo- 
rate. I mean, do they exist? Did you make requests of DOD and 
others? 

Mr. Chan. Yes, we have. Yes. 

Mr. Shays. And they were not able to provide you any data that 
would have shown you these studies. 

Mr. Chan. Right. We explain that they need to be actively moni- 
toring those people to really determine that, and I may also say 
that on other vaccines, such monitoring was not done either. But 
for them to say that there are no long-term side effects, we cannot 
find any studies to support that statement. 

Mr. Shays. At all? 

Mr. Chan. No. 

Mr. Shays. OK. Did you find any toxicology studies on the vac- 
cine in animals? 

Mr. Chan. You want to expand on that? 

[Mr. Chan speaks to Mr. Sharma.] 

Mr. Sharma. No, not from the earlier work. These were not the 
requirement 

Mr. Shays. I am going to ask you to speak a little closer to the 
microphone, and a little more slowly, if you would. Doctor. 

Mr. Sharma. It is my understanding, based on the review of 
DOD documents that they provided to us, a need for such work was 
suggested in 1996, or around that period, but to the best of our 
knowledge, such studies has not been conducted. 

Mr. Shays. Did you find any animal studies to evaluate any re- 
productive effects of the vaccine? 

Mr. Sharma. No. 

Mr. Chan. No. 

Mr. Shays. Now, you explained the chart that you had. 

Mr. Chan. Yes. 

Mr. Shays. But I am to basically infer that if they didn’t have 
followup, then they didn’t have reports. But if they had followup. 
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then there were serious side effects associated with the vaccine. Is 
that correct? 

Mr. Chan. What we are saying is the following. If you have an 
active data-collection mechanism, that means actually monitor peo- 
ple you can see that both the Pittman study and also the Tripler 
study, TAMC, the numbers are numerically much higher. 

Mr. Shays. OK, now the Pittman study shows 29, and the other 
study shows 43. Is that 43 out of 536 and 29 out of — oh, this is the 
percent? 

Mr. Chan. The percent. Yes. 

Mr. Shays. Now, we are saying that 29 percent had side effects. 
Is that correct? 

Mr. Chan. Systemic, mild side effects, yes. 

Mr. Shays. They were fairly mild, and 43 percent had mild side 
effects in the other study. In Great Britain, it is voluntary? 

Mr. Chan. Yes, it is. 

Mr. Shays. In France, they don’t do it. Their force protection is 
through protective gear. 

Mr. Chan. Yes. 

Mr. Shays. In the United States, it is mandatory. In Great Brit- 
ain, it is voluntary. And in France they don’t do it. 

Now, in Great Britain we learned that you could improve the an- 
thrax vaccine. In other words, this is an old vaccine that we have 
now. 

Mr. Chan. Yes, sir. 

Mr. Shays. And that there would be, they claim, less side effects. 
But if you did that, wouldn’t you have to do a new study to deter- 
mine if this next-generation vaccine were safe and effective and so 
on? 

Mr. Chan. Yes, you do. 

Mr. Shays. So basically what we have is we have a 1950’s vac- 
cine, or a 1960’s vaccine that could be improved. 

Mr. Chan. Sixties. Approved in 1970. Yes. 

Mr. Shays. If we did the work to improve it, it would take some 
time, but then we would have to obviously test it. 

Mr. Chan. Correct. As I understand it, first of all, this vaccine, 
as you know, was licensed in the 1970’s. And so improvement can 
come in many different ways, one of which is really the reduction 
of number of doses that is required. 

Mr. Shays. OK. 

Mr. Chan. The six doses plus the booster. 

Mr. Shays. Let me just indulge the committee just for two more 
questions. And let me ask you: Why six shots? 

Mr. Chan. Well, we don’t know why either. We understood from 
the beginning that in animal studies, only three shots were re- 
quired to be done. But in the Brachman study, six shots were im- 
posed. And from then on, it became sort of de facto, the number 
of shots required were six. 

I might add that the Department of Defense is interested in look- 
ing and examining why six shots, and could they, in fact, reduce 
the second of the six shots. 

Mr. Shays. Well, let me ask you: Why — what is the claim for the 
six shots? There has to be some basis for it. 
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Mr. Chan. I do not believe there is a scientific basis for it, except 
the Brachman study, of which they selected the six shots dose as 
the regimen they adopted. 

Mr. Sharma. If I may just add to it. I think the way we under- 
stand is, the original experiments that were done on mice used the 
three shots. And then, in the human studies, subsequently, when 
three shots were used, they found three cases that were infected 
with anthrax. Two of them had complete series. In one DOD docu- 
ment that they provided to us, it was stated that the investigator 
arbitrarily decided to change it to six shots. 

And that was the basis for the six shots series. We have not 
found any other evidence, and that is because there is really no re- 
lationship between the level of immunity and the protection. So it 
is not based on any scientific basis that I know of 

Mr. Shays. Well, we will ask our other witnesses. 

And last, does the six-shot anthrax increase or decrease the safe- 
ty of the vaccine? 

Mr. Chan. The safety of the vaccine? 

Mr. Shays. Yes. In other words, if you take six — we are talking 
efficacy and we are talking safety — but in terms of if you do it six 
times, is it safer or less safe? We don’t know? We do know? 

Mr. Sharma. Well, we do know that each time you take shots 
you have more pain. So the more shots you are going to give, you 
are going to experience more adverse events — at least the prob- 
ability increases. And this is one of the very strong limitations of 
the current vaccine. The schedule is too long and heavy on the re- 
cipients without any scientific evidence of its needs. 

Mr. Shays. Thank you. I appreciate the committee’s indulgence. 
And Ms. Schakowsky. 

Ms. Schakowsky. Thank you, Mr. Chairman. 

Has the current vaccine ever been studied in humans to deter- 
mine its protection against inhalation anthrax? 

Mr. Chan. No it hasn’t. 

Ms. Schakowsky. And are you aware of any other vaccines that 
have been licensed by the Food and Drug Administration without 
efficacy data to support the intended use in humans? 

Mr. Chan. I am not aware of that. 

Mr. Sharma. No. I have FDA credentials of this. 

Mr. Chan. Yes. 

Ms. Schakowsky. Oh, OK. So you just 

Mr. Chan. We are not aware of that. 

Mr. Sharma. We are not aware of this. 

Ms. Schakowsky. OK. I am wondering if you are — if you do 
know if the results of the efficacy studies in animals then can be 
extended and extrapolated to reach conclusions about the efficacy 
in humans? 

Mr. Chan. Well, what we found was that if you use the measure, 
the so-called antibody, to the PA in animals, that different response 
in terms immuno-degenecity by species; that is, what we find is 
that there is no direct correlation to the higher the level antibody 
implies that you are more likely to be protected among the ani- 
mals. Although, the best one is really with the monkeys. They are 
pretty good in terms of that relationship. 
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We do not have a scientific way to link between animals to hu- 
mans in terms of a correlation. How does protection correlate in 
terms of the level antibody to protect the antigens that are there, 
to the antibody. 

So, in a way, DOD is, and certainly CDC, are interested in pur- 
suing and, examining this issue because that would be a real help 
to science and development of vaccines in the future. 

Ms. ScHAKOWSKY. The passive monitoring that DOD is doing 
now, is there any active monitoring going on at all? 

Mr. Chan. Yes. In the table, you find the TAMC, 1998, the Tri- 
pler, so-called, is active monitoring. This is something that they are 
doing now, with a small number of vaccinated individuals. 

Ms. ScHAKOWSKY. Are these all DOD studies? Is that what you 
are saying? First of all, mine says page 6 and then it has 

Mr. Chan. I am sorry. 

Ms. ScHAKOWSKY. There are four columns. 

Mr. Chan. Yes. 

Ms. ScHAKOWSKY. DOD is at the bottom, and it says current 
monitoring, and it says passive, 223,000. 

Mr. Chan. That is right. 

Ms. ScHAKOWSKY. Are any of those other studies DOD studies or 
are they all? 

Mr. Sharma. They are all DOD studies. 

Ms. ScHAKOWSKY. They are all DOD studies? 

Mr. Chan. Yes. 

Ms. SCHAKOWSKY. OK. I see. 

So, what we are finding here is that passive studies in terms of 
determining any kind of reactions at all seem to be fairly — not re- 
sults are reported? Is that what you are saying? 

Mr. Chan. The result in DOD, the current monitoring, the last 
column you find 

Ms. ScHAKOWSKY. I am looking at the last column, the passive 
monitoring. 

Mr. Chan. Yes, right. And you find that, the level of so-called re- 
ported adverse events is very low in the nature of 0.006 to 0.007. 

And the intent of this table is to show that, depending on how 
you gather your information, you end up with different kinds of 
numbers. 

Ms. SCHAKOWSKY. OK. 

Mr. Chan. So, in a small way, the Tripler, the TAMC, data, 
which is also being collected by DOD as well, is an active way to 
reach and find out, are there adverse events, which is something 
that DOD is pursuing. 

Mr. Sharma. Let me add to — I think it is very well known that 
the VAERS, which is the system that apparently is in place under 
FDA — strictly dependent upon the individuals physicians or 
healthcare providers to report. It has been well agreed that it is a 
signal system; that is, it tells you that something is happening with 
this vaccine. It does not tell you how often, with what severity, or 
does not establish causality. The limitations are very well accepted. 

Mr. Shays. Excuse me 1 second. We don’t usually have this prob- 
lem. Are we able to turn it down a little bit? 

I am sorry. Dr. Sharma. 

Jonathan, we are keeping you busy today, buddy. 



26 


Why don’t we do this. Why don’t you keep talking and we will 
just ignore the red light, I am sorry to interrupt you. 

Mr. Sharma. I think the VAERS system has, as you know, a lot 
of advantages, but if it is used as a basis to determine absolute 
numbers, then it is, you know, certainly very misleading. And that 
is what we are trying to convey. This is a vaccine which, up until 
1991, when it first was used on a large scale of 150,000 people dur- 
ing the Gulf war, that was our first opportunity to learn about how 
this vaccine works on large numbers. But we lost that opportunity. 
And for the first time, now, we have another opportunity to learn 
about this vaccine. However, if you are going to rely your safety in- 
formation based on a passive system, and present that as an abso- 
lute number, you will be under-reporting the adverse events. 

Ms. ScHAKOWSKY. No. When we do polls to determine public 
opinion, we also have a degree of accuracy. I am wondering in 
these other studies, when we talk about, for example the Pittman 
study, where we had 29 percent saying they had a mild reaction, 
14 percent severe or moderate, to what degree of accuracy can we — 
what can we say in terms of 

Mr. Sharma. These are absolute numbers. You know, it is not 
like in that particular cohort 29 percent experienced that. There is 
no confidence interval. It is actually 

Ms. ScHAKOWSKY. No. I understand that, but were these, the 
number vaccinated, the 500 and — the sample, the universe. Was 
that selected in any kind of scientific way? 

Mr. Chan. This is a group that they have. It is not a randomly 
selected sample. So as a result, the confidence level cannot be pro- 
vided. I mean, it could be done that way. 

Ms. ScHAKOWSKY. We don’t have any studies that are done that 
way so that we can 

Mr. Chan. If you want to achieve generalizability, no. We don’t 
have that. A passive system, potentially, could have that because 
if everybody provided information, then you end up with a census 
data without sampling. But if people are not encouraged to provide 
events that they believe are attributable to vaccine and go through 
the system of reporting, then you will have a very low rate of re- 
porting, as a result. 

If you want to do an active monitoring, you can do it by selecting 
a sample of a few thousand people, and monitoring them over time. 
The only question is that with vaccine is it difficult, to detect rare 
events and disease or illness out of this small samples? 

Unlike polls, it is always one or zero. But to capture a single 
event that may occur in a very rare way, then it is difficult. And 
so you have that conflict. 

Mr. Sharma. I think this is a very important point. One of the 
rare events, Gullain-Barre syndrome, for example, about 1 in 
100,000 people, when DOD currently started using this vaccine, 
and after it was used in about 150,000 people, they had 1 case. So 
there are these rare events that, even if you monitor a population 
but if it is small, the likelihood of seeing those events is very, very 
small, even in the active monitoring system. 

Ms. SCHAKOWSKY. So what is the best way then for us to deter- 
mine accurately the side effects, the safety hazards? 
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Mr. Sharma. There are a number of models one could use, and 
I think in our discussion with CDC they had provided and dis- 
cussed with DOD some several options. But let me just talk to you 
about how it is currently being done by some of the newer vaccines. 

One, with Merck, varicella vaccine, they had voluntarily decided 
to followup 100,000 individuals who are receiving this vaccine for 
over — at least a start — 10 year period. For another vaccine, CDC, 
under contract, is following about the same number of individuals 
in four HMO settings. And DOD has an excellent opportunity to 
monitor because they are all in the system. And there are a num- 
ber of ways one could do that. And I am sure they are aware of 
it and would be able to comment on that. 

Mr. Chan. I think what we are saying is that if they want to do 
it, it can be done, without greatly disturbing the system, the way 
it is right now. 

Ms. SCHAKOWSKY. Thank you. 

Mr. Shays. I would like to call Mr. Terry, but I just want to 
verify one thing on your chart. 

Mr. Chan. Yes. 

Mr. Shays. Basically, in the Pittman study, 43 percent had ei- 
ther mild or more severe reaction when you monitored. In the 
TAMC — and that stands for what, TAMC? 

Mr. Chan. Tripler. 

Mr. Shays. OK. Right, Army Medical Corps. 

They had 48 percent when they monitor it. 

Mr. Chan. Yes. 

Mr. Shays. And now the DOD — current monitoring — they have 
none. Are they, in fact, monitoring? Can we even put the word 
“current” monitoring? Or is that being a little disingenuous? 

Mr. Chan. Well, they have the VAER system, as we said. 

Mr. Shays. They have a what? 

Mr. Chan. The VAER system, the passive system where people 
can send in a form. 

Mr. Shays. So, do they give out the forms? 

Mr. Chan. We have another study looking into that to see how 
effective that is. 

Mr. Shays. OK. 

Mr. Chan. But, nevertheless, it is still a passive system. 

Mr. Shays. So we don’t really even know what kind of moni- 
toring it is, if at all. 

Mr. Chan. If you look at footnote E here, it basically shows that 
right now they are experiencing out of 223,000 vaccines you have 
42 reports and so on. 

Mr. Shays. No, but my point is they are not basically monitoring. 

Mr. Chan. Well, that is what we call data collection is passive. 
You wait for people to come in and tell you rather than actively 
go 

Mr. Shays. OK. I don’t call that monitoring, with all due respect. 

Mr. Chan. Oh. OK. I am sorry. 

Mr. Shays. No. You can call it that. I don’t call it that. 

Mr. Chan. OK. 

Mr. Shays. Mr. Terry. 

Mr. Terry. Thank you, Mr. Chairman. Some of my questions are 
in regard to the Michigan production facility. I am reading your 
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statement, for the record and listened to your opening statement 
and I just need to clarify a little bit of a timetable because it raises 
some red flags with me. 

In your statement, you say that the DOD had inspected the facil- 
ity, or at least did an inspection in 1992, where it found just a ge- 
neric statement of deficiencies, including the absence of stability 
studies. My question is, just to verify the timetable, that study oc- 
curred by the DOD in 1992? 

Mr. Chan. That is correct. 

Mr. Terry. And then, in 1993, the FDA tried to do an inspection 
and was turned away because they weren’t, they didn’t have their 
immunizations. So the inspection didn’t occur until 1996. Is that a 
correct timeline so far? 

Mr. Sharma. Yes. I want to qualify it. This is inspection of the 
manufacturing plant. The FDA has been inspecting very regularly 
and systematically documenting problems with other components of 
the production facility. And these problems were very systemic and 
persistent. 

Mr. Terry. OK. But they didn’t get the opportunity to get into 
the plant to do the physical inspection until 1996? 

Mr. Sharma. Yes. 

Mr. Terry. And that raises my point here. Some red flags were 
put up in 1992; more should have been put up in 1993, but yet they 
continued to manufacture and use the vaccine. Correct? 

Mr. Sharma. That is correct. 

Mr. Terry. Until recently, when they, I guess, voluntarily have 
closed down the plant for “renovation”? 

Mr. Chan. Right. When we say, inspect the facility, we mean the 
anthrax production facility because BioPort produces other vaccines 
as well. 

Mr. Terry. Right, and that is what I am focusing on. 

Mr. Chan. And so 

Mr. Terry. Well, we aren’t having a hearing on those others. 

Mr. Chan. I understand. But what I am saying is that FDA had 
been inspecting them without entering into that particular produc- 
tion site and observing basic systemic problems in terms of the 
processing for the other stuff as well. So they were noticing those 
kinds of issues as well. 

Mr. Terry. That is part of my point. We had some of these red 
flags popping up, but yet we went through from 1992 until some- 
time after 1996 but they were still manufacturing. 

Mr. Chan. Right. 

Mr. Terry. Right there that raises a concern with me, but the 
issue then is the safety of the end product. Do the deficiencies that 
were found then by the FDA in any way affect the safety or the 
potency of the vaccine? 

Mr. Chan. As we stated in terms of vaccine, because it is bio- 
logic, it is important that you need to make sure safety is built into 
the process itself and not just the end product tests. Right now, we 
are really talking about the end-product test. And DOD had im- 
posed on further supplemental testing after FDA had passed or re- 
leased a lot. 

So they are doing an extensive listing. 

Mr. Terry. OK. So I guess 
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Mr. Shays. Could the gentleman just yield a second? 

Is the answer yes to the question? 

Mr. Terry. Yes. That is what I was going to followup with, 
Chris. I am still not sure if we, if I learned that the safety of the 
product was jeopardized by these deficiencies. Who are you to 
trust? 

Mr. Chan. I do not know. 

Mr. Terry. All right. 

Mr. Chan. I can’t answer that. But I can tell you that off the lots 
that have been produced so far, I believe 31 lots — maybe I’ll get the 
numbers incorrectly — ^but 8 of those lots have been released and 
supplementary testing has been done by DOD to release it for vac- 
cination. 

And my understanding is that of those remaining lots, as many 
as 20 lots have been quarantined for further testing. So, it is pos- 
sible to examine those lots that are going through further testing 
to determine where the problems lie in terms of the process. That 
means you go backward to find it. That is possible. 

I am not sure that has been done. To examine where did it fail. 
It could be filtration, it could be something else. But nevertheless, 
I cannot answer the question as to whether they are safe or not. 

Mr. Terry. Well, you had mentioned the lots. I think we could 
spend a few more minutes dissecting your answer to that, but are 
there lots that were quarantined? Is this pursued by the FDA? 

Mr. Chan. Our understanding is the lots had not passed for re- 
lease, and have not been supplementary tested by — testing had not 
been done. So it is awaiting for further testing. 

Mr. Terry. Thank you, Mr. Chairman. My time is up. 

Mr. Shays. Thank you very much. I’m sorry, Mr. Allen you have 
the floor. 

Mr. Allen. Thank you, Mr. Chairman. Couple of questions. Have 
there been any studies of the potential effects of the anthrax vac- 
cine when used in combination with other vaccines or other drugs? 
Any studies that — and a little bit of background. In hearings that 
this committee held on the effects of Gulf War Syndrome, one of 
the — you always hesitate to say it — conclusions, but one of the 
views was that it was a combination of different kinds of chemicals 
that might be responsible for the various maladies described collec- 
tively as the Gulf War Syndrome. 

And so, what I am wondering is, it’s one thing to test an anthrax 
vaccine all by itself, but it seems to me that typically our service 
men and women get a variety of different vaccines. And I would be 
interested in knowing whether there is any potential for interaction 
of the anthrax vaccine with others that we should take account of? 

Mr. Sharma. To the best of my knowledge, there is one unpub- 
lished DOD study, which looked at the interaction effect with botox 
and anthrax 

Mr. Allen. Between, what was the first? 

Mr. Sharma. The botulism toxide vaccine and anthrax. And I 
will be very happy to provide you for the record our review of that 
study. 

Mr. Allen. OK. Good. I would appreciate receiving that. The 
other, in the GAO report, you mention the Brachman study 
claimed that the vaccine gave 93 percent protection against an- 
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thrax penetrating the skin, but indicated that the tests on humans 
with respect to inhalation are — there are too few cases to come to 
any conclusion. 

And in your report, on the next page here, it says that you con- 
clude that testing still needs to be conducted on inhalation anthrax, 
and you go on to mention some animal studies. How do you do 
that? How would you do it? What kind of study could be designed 
or should be designed to determine the efficacy of vaccine against 
exposure to anthrax by inhalation? 

Mr. Chan. Well, in fact DOD is pursuing studies to examine 
whether there is a correlate — that means define the ingredient that 
provides protection. They do believe that in animal studies, the 
protective antigen plays a major factor, but it is not the only factor. 
So they are looking for other means to examine that, as I under- 
stand they are pursuing now in their own research. 

Mr. Allen. Other means besides animal studies? Or 

Mr. Chan. No. Looking at animal studies and see how it may be 
correlated to the human response. 

Mr. Allen. I see. OK. Thank you very much. 

Mr. Shays. Thank you. I think it is Mark Souder. I think you 
are next. 

Mr. Souder. I am sorry, I read through your testimony. I’m 
sorry I missed the testimony and the first part of the questions. 
Are the side effects with this vaccine fairly typical for this serious 
of vaccine? In other words, the 43 percent in the one study even 
to have mild, that seemed pretty high, although other studies were 
lower. 

Mr. Chan. Well, I caution, first of all, that the analysis had not 
been done whether in fact it is directly related to the vaccination 
itself So that needs to be done, and then try to attribute it to the 
vaccine. And then I think one can draw the conclusion whether it 
is really caused by the vaccination. 

Mr. Souder. Would that be true of other studies of vaccines, 
however those 

Mr. Chan. Yes, you need to do that because there could be other 
reasons why it is causing the problem. But those are the kind of 
observations you would expect. But the degree, in terms of num- 
bers and so on, it appears to be high. 

Mr. Souder. What about when it says “moderate or severe.” 
What does that mean? In other words, is it — I saw one reference 
to fevers and chilling, or how frequent is that? Does it mean you 
are debilitated? That you can’t ever recover? That you are more 
prone — ^you said in your statement that we don’t know the long- 
term impact. 

Mr. Sharma. This is very typical of, you know, most bacterial 
vaccines. You do recover, and what it — the difference between real- 
ly mild and moderate and severe is discomfort and how it really 
impacts your functioning. And when you are talking about mild to 
moderate, this number is high. And, but also you have to recognize 
this is a very old vaccine, and I think it will be very appropriate 
for you to ask a PA, what their comment or reaction would be if 
a newer vaccine would show these numbers. Would it be acceptable 
to them? 

I think they will be a much better position to address the issue. 



31 


Mr. SOUDER. Thank you for doing that question for us. [Laugh- 
ter.] 

I see in the testimony of Dr. Zoon that is coming there is a dis- 
cussion in her testimony about the anthrax vaccine used on live- 
stock workers, and it said that from this manufacturer, that be- 
tween 1991 and present, 1.2 million doses were distributed. Have 
you ever looked at that as to — that’s a pretty big universe to see 
whether there are any side effects in that industry. 

Mr. Sharma. Well, let me comment. I think there are two things. 
We have to make a distinction between the old vaccine and the li- 
censed vaccine or the original vaccine. As far as we know, for the 
licensed vaccine, post-licensure, approximately 60,000 — 2,000 doses 
per year were distributed on average. But we have no information 
how many individuals were vaccinated. So even if you assume 
every shot went into a human body, we are talking about over 30 
years period, approximately about 60,000 individuals at best. 

However, in our discussion with scientists at Fort Detrick, the 
estimates of the number of people who may have received this vac- 
cine over a 30-year period, range from somewhere between 200 to 
about 2,000, at the most. And we don’t know who those individuals 
are. There has been no followup. No systematic followup has been 
done. 

So we really — I don’t know, you know, the context of, I have not 
reviewed FDA testimony, but, you know, you have to make a dis- 
tinction between the old vaccine and the new vaccine. 

Mr. SoUDER. If there was any kind of systematic pattern of at 
least beyond mild, to moderate, would that not have likely shown 
up? In other words, in health journals and so on with the distribu- 
tion. 

Mr. Sharma. If the vaccine use is on a very large number of peo- 
ple, you would expect some adverse reactions. But again, you have 
to recognize the number of people prior to 1998 that were the tar- 
get group for this vaccine were small. But in general, we would — 
I would agree with you, if there was somebody who just dropped 
dead or if a very serious event occurred, it would have been re- 
ported. 

Mr. SouDER. The symptoms that you described seemed like they 
could also become confusing. In other words, depending on the 
delay, you could be uncertain of the symptoms. Could that also 
make for a reporting problem? 

Mr. Chan. Yes. That is why you need to gather information first 
and minimize the screening process of what you believe to be vac- 
cine-related or not, examine those, and pull out the ones it is not 
and try to examine further. That is why I am saying there are a 
number of steps. In here, we are just showing the immediate reac- 
tion of the number of adverse events. And I have to qualify those 
numbers. 

Mr. SouDER. So there could be many people who don’t think it 
was related to the vaccine and, in fact, it was. Or there could be 
people in some of these studies who thought it was the vaccine and 
it wasn’t because we haven’t gone 

Mr. Chan. That’s right. If you have things such as swelling, 
edema, around the vaccinated site, and you are going to attribute 
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to the vaccine, but other reactions such as fever, you may not be 
able to attribute to it. Yes. 

Mr. SOUDER. Thank you. 

Mr. Shays. Just a small point. You were reading ahead to FDA’s 
testimony. Most of the doses, I make an assumption, after 1991 
were not with livestock workers. It was really the war in the Gulf, 
I believe. 

I think you will find that most would be that way, and maybe 
we will have the FDA clarify that. But that is from their statement 
on page 11. It is a minor point. But for many years, we didn’t have 
that many people taking the vaccine until the war in the Gulf 

Mr. Mica. 

Mr. Chan. Oh, I see. Now I understand. The numbers I was a 
little surprised by. 

Mr. Shays. Yes. No, the statement basically says from 1974 until 
1989, approximately 68,000 doses were distributed. 

Mr. Chan. I see. 

Mr. Shays. In 1990, approximately 268,000 doses were distrib- 
uted. Between 1991 and the present, we understand that approxi- 
mately 1.2 million doses were distributed. 

Mr. Chan. All right. 

Mr. Shays. But we will have that clarified. 

Mr. Chan. I understand. 

Mr. Shays. Mr. Mica. 

Mr. Mica. Thank you, Mr. Chairman. Just a couple of questions. 
It is my understanding that the only study of the efficacy of the 
vaccine was performed by the Brachman study? 

Mr. Chan. Yes, sir. 

Mr. Mica. And it is also my understanding that the study gave 
the vaccine a 93 percent protection against anthrax penetrating the 
skin. It said a lower confidence level of 65 percent. Can you explain 
this lower confidence limit, a 65 percent in this study? 

Mr. Chan. I think they had one case of cutaneous anthrax after 
they received the vaccine. And you have to forgive if I am incorrect 
with the numbers. Out of a total possible expected number of 13.5 
or so, and so if you look at that then the actual protection turned 
out to be 92.5 percent. 

Now, since it is a small sample, they determine what is the un- 
certainty of that number. And so they end up with the expectation 
of 92.5 percent protection but with a lower limit of, as low as 60- 
some-odd percent. 

Mr. Mica. Well, I also found 

Mr. Chan. That’s against cutaneous anthrax. 

Mr. Mica. Your report found the number of individuals who con- 
tracted anthrax by inhalation was too low to assess the efficacy of 
the vaccine against this form. So, my concern is that we don’t have 
that many experiences with human studies. They are fairly limited, 
and from the information and analysis you have conducted, I am 
wondering if, again, this forced vaccination is that effective. Do you 
feel it is that effective and should be continued? 

I mean, just basically, based on the reports and the studies that 
have been done. 

Mr. Chan. Well let me answer the first question about why do 
we say that it is a small number. 
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When the test was done — the study was done — and published in 
1962, it was supplied to four different mills. 

Mr. Mica. Right. 

Mr. Chan. And the only inhalation anthrax that occurred was in 
mill A, where there were five of them occur, all in a span of 2 
months or so. OK? 

And the understanding at the time was that since in the mill 
itself the air quality was poor, that everybody was exposed to inha- 
lation anthrax. And what the data actually showed, aside from the 
small number, that anthrax epidemic occurred in one plant and no 
place else. This would suggest that whatever level of air quality 
that they were exposed to, including those who did not get vac- 
cinated, end up with inhalation anthrax. 

And out of the 1,400, if I remember correctly, some 870 did not 
get complete vaccinations. So what I am saying is that for that pe- 
riod, a year and a half or so, 5 cases out of 870 people did not end 
up with inhalation anthrax. 

So that is the rate you end up with even if you are unprotected. 

Mr. Mica. But what this boils down to. I’m trying 

Mr. Chan. I am sorry. 

Mr. Mica. I am trying to get a simple determination, you know, 
based on the experiments that have been done, the testing of this 
vaccination. Of course, some of it, as you have said, is in a different 
setting against different exposures. 

The basic question here is, we have several millions of potential 
folks that may be vaccinated in the future with this, is it that effec- 
tive? Or are we going through this giving some sort of false secu- 
rity because it may not protect them? 

Mr. Chan. Well, potentially, you could. In our statement we state 
that we believe in fact that it does provide some protection, al- 
though the problem, as we discussed before, is about the correla- 
tion between animal and human in responding to the challenge. 

Mr. Mica. But there hasn’t been enough human testing to deter- 
mine that under different circumstances. Is that correct? 

Mr. Chan. Yes. 

Mr. Mica. And based on the reactions the folks have had, do you 
think people should have an opportunity to opt out? Should this be 
mandatory? 

Mr. Chan. I think you are asking a policy question. That’s the 
DOD 

Mr. Mica. Well, no. OK, if you have your kid who is going to 
serve in the military or you, based on what you know, you have 
studied this, you are a scientist and have had scientists look at 
this, would you recommend that folks have the opportunity to opt 
out? Or are we using our service men and women as guinea pigs 
in a big experiment that we are not sure really works? 

And also, a concern that I have is that you give them some false 
sense of security. 

Mr. Chan. I am hoping that we all, hopefully, in this hearing we 
end up agreeing with what the data tell us. And the decision of 
whether one is vaccinated should be based on a balance between 
the risk and possible benefits. You are asking a question, does this 
vaccine have a for the lack of a better word is, have a lot of limita- 
tion? 
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Mr. Mica. I am sorry. 

Mr. Chan. A lot of limitation, in the sense that it requires a 
number of shots over a long period of time. So when you ask the 
question of forced vaccination — mandatory vaccination, an issue — 
is if you need an 18-month lead time to fully vaccinate, it is hard 
for the commander to say I know precisely who is going to go 
where in the future with the understanding potentially anybody 
could be there in the future. 

And then the second question is that this is really the only solu- 
tions they have, potentially. So when will you go? 

The third thing I would say is that there are other possible alter- 
natives because vaccination is not the only way to defend against 
BW agent. You can put masks on; you can basically take anti- 
biotics. Those are other possibilities, and generally we know that, 
for example, over the next couple of years, both Department of De- 
fense as well as Department of Energy are spending up to $200 
million in terms of detecting both chemical and biological agents, 
which will help you to speed up the time in detection and respond 
to an attack. 

I am not sure I can answer your question in the very precise 
way. 

Mr. Mica. Are you ready to be vaccinated? 

Mr. Chan. If you tell me exactly where to go next year, sir, I 
would tell you that. As a private citizen, I don’t see that threat to 
myself or my family, but if, in fact, I need to go to a place where 
I do know the country has this, then I would consider that. 

But let me also say there is research done where they examine 
post-exposure treatments of people, using antibiotics, possibly with 
this vaccine that, is licensed, there are some promising results with 
animal studies. So those are other options I can have. 

And certainly, as the chairman suggests, that we can also pursue 
the second-generation vaccine. 

Mr. Mica. Thank you. Thank you, Mr. Chairman. 

Mr. Shays. Thank you. Mr. Metcalf, do you have a question or 
two? 

Mr. Metcalf. Yes, I do. Thank you, Mr. Chairman. 

Mr. Chan, as a result of your concurrent investigations of an- 
thrax and squalene antibodies, have any suspicions been raised 
about a potential connection between the two? And if so, could you 
discuss this. 

Mr. Chan. I do not know the connection scientifically. I do know 
that there are soldiers out there who had called us, both Dr. 
Sharma and myself, with this concern. As you know, our study ba- 
sically took the positions that we believe DOD should do some re- 
search to examine if indeed a valid assay can be developed to deter- 
mine the presence of the squalene. I think that would really clear 
up a lot of issues. 

Mr. Metcalf. Thank you. That sort of coordinates with my re- 
quest for the DOD to do an in-depth investigation on this. If the 
DOD acted on GAO’s squalene report recommendation, do you be- 
lieve that this would allay the suspicions about a connection be- 
tween squalene as a presence in a vaccine and the Gulf war ill- 
nesses? 
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Mr. Chan. Well, I think developing a valid assay is just the first 
step of that. If in fact we find that it cannot he validated, then 
clearly the associations cannot be pursued. But if in fact you can 
validate it, indeed you find an antibody, I think a whole set of new 
questions would be raised. 

Mr. Metcalf. Thank you. 

Mr. Shays. Thank you. I just have a clarification of a question 
that Mr. Terry asked, and that is in regards to the process. My un- 
derstanding is that the process is important when you are devel- 
oping a vaccine, and I am going to read what you said. 

You said, vaccines have three distinguishing features that con- 
trast — this is on page 4 of your testimony — that contrast with those 
of chemical drugs. First, either they have no clear chemical-defined 
composition or simple chemical analysis is insufficient for effective 
characterization. Second, proper evaluation of them, qualitatively 
or quantitatively, is usually done by measuring their effects in the 
living organism. Finally, quality cannot be guaranteed from final 
tests on random samples but only from a combination of in-process 
tests and production tests and strict controls of the entire manufac- 
turing process. 

Isn’t it a fact that when you are dealing with biologicals, the 
process is a very important element to determine both the safety 
and effectiveness of the vaccine that you are developing? 

Mr. Chan. I believe the integrity of the process is a necessary 
condition, but it is not sufficient to guarantee quality. 

Mr. Shays. It is not, but you can take the inverse. 

Mr. Chan. Yes, sir. 

Mr. Shays. And you can question the quality, and, therefore, you 
have to raise gigantic concerns about whether the vaccine should 
be used. Isn’t that true? 

Mr. Chan. I think that raises the question. Yes. 

Mr. Shays. Yes, it does. And just this other point with the 
Brachman study. 

Mr. Chan. Yes. 

Mr. Shays. This was in 1955 and 1959, published in 1962. It was 
in a wool mill. Isn’t the problem, we don’t know how they were, at 
what levels they were exposed? We don’t know if there was any ex- 
posure. We make an assumption that in a wool mill there is going 
to be some exposure, but don’t know what level. It could have been 
the entire time, it could have been none or minimal exposure to an- 
thrax. Isn’t that correct? 

Mr. Chan. Yes, that is my one comment I made about inhalation 
anthrax. The uniqueness of the timing when it all occurred in one 
place, in one short period of time when epidemic occur, it does not 
suggest that the other plants have problems with air quality with 
anthrax spores around. 

Mr. Shays. Well, that means something to you. I want to put it 
in my words, and then tell me if I am inaccurate here. 

Mr. Chan. Yes. 

Mr. Shays. In my words, we have no control of the threat. First 
we don’t know if the threat was the same to those who had the vac- 
cine and to those who didn’t have the vaccine. That is one point. 
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But the other point is we don’t know what level the threat was. 
The entire time, there could have been minimal exposure. I mean, 
there could have been there could not have been. Isn’t that correct? 

Mr. Chan. Yes, it is. 

Mr. Sharma. Let me just answer. We had a meeting on this issue 
with Dr. Brachman. And we raised this issue, that was there any 
environmental monitoring done. And his reply was no. In those 
days, the standards were very different. And then we raised this 
issue, how do you know that if no disease occurred it was because 
bales were not contaminated. And he did say to us, that this was 
one of the very fundamental problems in his study. He did not en- 
vision this problem in those days. 

But as we discussed, he agreed, that there was no environmental 
monitoring. They were equating absence of disease with the effi- 
cacy of the disease. Indeed, the only time they checked for the con- 
taminant of the bales was when the epidemic occurred. And they 
did find the bale was contaminated. But they did not look for every 
single bale that these mills were receiving whether or not 

Mr. Shays. And we don’t know what level of contamination 

Mr. Sharma. No. There was no monitoring at all. 

Mr. Shays. So let’s — I could make a summation: One, there was 
practically none or that there was some, and so this vaccine pro- 
tects against low-level exposure but that if you had exposure, this 
study would be meaningless. 

I mean, I can infer that? 

Mr. Chan. Well, yes. I think, what you might be looking for is 
sort of a dose response relationship: How many doses you — I be- 
lieve, in fact, that, you know, with protective antigens, you cannot 
protect a person ultimately in the sense that you can always over- 
whelm your immune system by having enough spores and so on. 
So there is a limit here in terms of the level of protection. 

That is why I think it is important to have the self-protection, 
mask and all the other things that helps. It is really sort of like 
giving you the first breath. Because if you just sit there and keep 
on breathing this stuff, you get overwhelmed and can be in trouble 
as a result. 

Yes, you are right. And you are raising a question which we did 
not, could not address with Brachman’s study because we don’t 
know what the level of exposure was, and we really do not know 
if at higher levels whether the vaccinated individual would be pro- 
tected or not. I think that is a question. 

Mr. Shays. When you say we, you mean generically we, includ- 
ing Mr. Brachman? 

Mr. Sharma. That is correct. 

Mr. Chan. Including him. Yes. 

Mr. Shays. And that is not a criticism of him when he did his 
study, but it is a criticism of applying this 1950’s study to poten- 
tially vaccinating 2.4 million Americans who will be ordered and 
who are being ordered to take it. 

Ms. Schakowsky. 

Ms. Schakowsky. I just had one question. I was refiecting. Dr. 
Sharma, on your response to the chairman’s question about how we 
got to six doses. And you said, essentially, that some individual ar- 
bitrarily, I think was your word, decided on six doses. I want to go 
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back to that just for a minute. So we have nothing to show that 
there is any correlation between this six — these six doses and the 
efficacy of it, the levels of protection. And nor do we know how this 
may impact on adverse reactions on the safety — do we know any- 
thing about four versus six or one versus six or anything? 

Mr. Sharma. You have asked two questions. And the first ques- 
tion is about the multiple dose schedule: We do know that there 
is a pending IND with FDA which is looking at a reduced-dose 
schedule. However, one of the problems is we don’t know what the 
level of immunity means in terms of the protection. 

There is some animal data that DOD has collected that looks 
promising, but what they need to do is to do the bridging studies 
which shows what is the relationship between the level of immu- 
nity and protection. And then if they could develop those correlates, 
then you can overcome this hurdle of, which is the second question, 
that is how do you extrapolate those results to humans. And that 
has not been done. 

Now, with regard to your second questions on what is the rela- 
tionship between number of dosages and adverse events, I don’t re- 
member exactly, but, yes, there is one place where I have seen on 
anthrax vaccine where they had looked at the adverse events by 
number of shots. And they do increase with the frequency of the 
dose. 

Mr. Chan. I think, if I may answer the question a little dif- 
ferently, I think if in fact one can have an IND whereby one can 
reduce the six shots to even three shots, it would be a tremendous 
tactical advantage logistically in terms of applying these vaccines, 
the current licensed vaccine. Because that would mean, instead of 
requiring 18 months for a full regimen of shots, it would be reduced 
to 4 weeks. 

So the surgeon general of the Army, you know, have been trying 
to figure out how best to do that. I think they are initiating a study 
to examine that. And it is significant in that sense. 

Ms. ScHAKOWSKY. I just want to say that what we don’t know 
is just so overwhelming. And in your answer — in your testimony, 
it says several studies have shown no direct comparison of immu- 
nity and humans to that in monkeys, and the bridging, as you call 
it, studies that haven’t been done and the studies of dosage and 
how they relate to protection and safety — it is just dramatic, I 
think. 

Thank you. 

Mr. Shays. I think we are ready to get to the next panel. Mr. 
Chan, I appreciate your statement, and I also appreciate your 
frank answers to our questions. Thank you, and Dr. Sharma. 

Mr. Chan. Thank you. 

Mr. Shays. And obviously, I appreciate the panel No. 2 and No. 
3 for their patience as well. 

So at this time, I would call Dr. Katherine Zoon, Director, Center 
for Biologies Evaluation and Research, Food and Drug Administra- 
tion, more commonly called FDA, accompanied by Mr. John Taylor, 
Senior Adviser for Regulatory Policy from FDA. And then we have 
General Eddie Cain, Joint Program for Biological Defense, Depart- 
ment of Defense, and Dr. Robert Myers, chief operating officer for 
BioPort Corp. 
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Welcome them to come and, if you could remain standing just so 
I could swear you in. As you know, we swear in all of our witness 
who testify. 

Now, let me ask as well. Is there anyone else who might assist 
you, who you might prefer to answer the question? If they are here, 
I would prefer they stand up as well so we don’t have to swear 
them in again. 

So if they are here, if there is anyone who might — even if you 
end up not doing it, it is probably better to just get sworn in. That 
helps us out. And then we will identify you for our recorder if, in 
fact, you respond to a question. 

And if you would, raise your right arms please. 

[Witnesses sworn.] 

Mr. Shays. Thank you. I recognize all the individuals who stood 
up as responding in the affirmative. I think it is very important for 
all of our — we have three people testifying. Dr. Zoon, also General 
Cain and Dr. Myers, for you to feel that you can give a full state- 
ment. And also I have no problem with you responding to anything 
you have heard. You have been very gracious in listening to the 
testimony. And you may disagree with it, and you may have some 
very helpful facts that would allay some of our fears as well. 

So, we will start out with Dr. Zoon, then we will go to General 
Cain, and then we will go to you. Dr. Myers. And I am going to 
do a 5-minute clock. I am going to switch the clock again another 
5 minutes. And we will see if that gives you enough time. 

So, at this time. Dr. Zoon. 

STATEMENTS OF KATHRYN ZOON, DIRECTOR, CENTER FOR 

BIOLOGICS EVALUATION AND RESEARCH, FOOD AND DRUG 

ADMINISTRATION; GENERAL EDDIE CAIN, JOINT PROGRAM 

FOR BIOLOGICAL DEFENSE, DEPARTMENT OF DEFENSE; 

ROBERT MYERS, CHIEF OPERATING OFFICER, BIOPORT 

CORP.; AND JOHN TAYLOR, SENIOR ADVISER FOR REGU- 
LATORY POLICY, FOOD AND DRUG ADMINISTRATION 

Dr. Zoon. Thank you, Mr. Chairman. 

Mr. Chairman, members of the committee, and Mr. Metcalf, if he 
comes back, I am Dr. Kathryn Zoon, Director of the Center for Bio- 
logies Evaluation and Research at the Food and Drug Administra- 
tion. I appreciate the opportunity to discuss the safety and efficacy 
of the anthrax vaccine currently manufactured by BioPort Corp. 

Mr. Chairman, we are aware that some people question the safe- 
ty and efficacy of the anthrax vaccine. Let me be clear, we believe 
that for persons at high risk, the licensed anthrax vaccine is safe 
and effective for the prevention of the often-fatal anthrax disease. 

Our confidence in this vaccine is based upon four components. 
First, the clinical trials and subsequent clinical laboratory experi- 
ence with the vaccine. In this case, the Brachman trial and the 
CDC trial, which I will discuss. 

Second, ongoing inspections of the manufacturing facility based 
on our CGMP requirements. Third, our lot release requirements, 
which are another layer of protection, and fourth, our surveillance 
of adverse event reports that serve as an early warning system. 
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We continue all our efforts in all four categories of these areas 
to help assure that only safe and effective products are on the mar- 
ket. 

Anthrax is a highly infectious disease caused by spores of a bac- 
terium known as bacillus anthracis. Untreated cutaneous anthrax 
infection has a mortality rate of approximately 20 percent. Inhala- 
tion anthrax has a mortality rate of 80 to 90 percent or higher. 

Mr. Chairman, the only known effective prevention against an- 
thrax disease is the anthrax vaccine. The Centers for Disease Con- 
trol and Prevention data on reported cases in the United States in- 
dicate a decline from 130 cases per year at the beginning of the 
century, to zero cases per year in recent years. Use of the anthrax 
vaccine to immunize people at risk of exposure along with vaccina- 
tion of animals against anthrax has likely contributed to a favor- 
able decline in anthrax infections. 

I will describe the historical efficacy data for you. During the 
1950’s, Philip Brachman and his colleagues conducted a single- 
blinded clinical trial involving workers in four mills in northeastern 
United States. Mill workers were at risk because they routinely 
handled anthrax-infected animal materials. By comparing the com- 
pletely vaccinated population versus the placebo population, the 
authors of the study calculated a vaccine efficacy level of 92.5 per- 
cent. 

On April 14, 1966, GDC submitted an investigational new drug 
application for the anthrax vaccine to the Division of Biological 
Standards, which at that time was part of the National Institutes 
of Health. Under this IND, the Michigan Department of Public 
Health manufactured most of the lots of investigational vaccine 
prepared in a similar, but not identical, manner to the vaccine used 
in the Brachman study. 

Data submitted to the Division of Biological Standards under 
this IND describe CDC’s experience with approximately 7,000 
study participants, including textile workers and laboratory work- 
ers. On November 10, 1970, the Division of Biological Standards 
granted a license to the Michigan Department of Public Health for 
the production of anthrax vaccine. 

The data submitted by GDC met the provisions of the Public 
Health Service Act, which require evidence of safety, purity and po- 
tency. After the Division of Biological Standards was transferred 
from NIH to FDA, a panel review was initiated to verify whether 
existing data supported the safety and efficacy of biological prod- 
ucts. The panel on review of bacterial vaccines and toxoids evalu- 
ated all safety and efficacy from the GDG and Brachman trials. 

The panel recommended that anthrax vaccine manufactured by 
the Michigan Department of Public Health be classified as a cat- 
egory one product, meaning it was considered safe, effective and 
not misbranded. 

As the panel concluded, it would be virtually impossible to con- 
duct an efficacy study today as the incidence of naturally occurring 
anthrax in humans is low and sporadic in occurrence. The safety 
data base developed by GDG under the IND, however, would be 
considered a reasonable pre-licensure data base to evaluate such a 
product today. 
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The population that has been immunized to date represents indi- 
viduals who are considered to be at risk for exposure. Approxi- 
mately 7,000 patients were vaccinated during the CDC clinical 
trials. While it is not possible to accurately report the precise num- 
ber of people vaccinated between 1974 and 1989, approximately 

68.000 doses were distributed. This is sufficient to vaccinate about 

11.000 people. 

Deviations from current good manufacturing practices have re- 
cently been documented during inspections of the anthrax vaccine 
manufacturing facility. CGMP’s are only one of the several safe- 
guards to assure product quality. Our surveillance includes infor- 
mation from testing and review of manufacturing records, which 
showed lots of product available for distribution are safe and effec- 
tive for immunizing individuals at risk. 

The anthrax vaccine is subject to lot release. The lot-release pro- 
gram helps assure product safety by providing a quality-control 
check on product specifications. Each product lot of anthrax vaccine 
undergoes thorough testing, including purity, potency, identity, and 
sterility. Manufacturers may release lots only after this testing is 
documented and reviewed by the FDA. 

FDA uses the vaccine adverse-event reporting system, VAERS, to 
track adverse-event reports possibly associated with licensed vac- 
cines. Any person, including a patient, can file an adverse-event re- 
port. Reporting adverse experiences associated with anthrax vac- 
cine is voluntary for healthcare providers and mandatory for the 
manufacturer. A report does not indicate that the vaccine caused 
the adverse event, but only that the event occurred soon after the 
vaccine administration. 

From the time VAERS started operating in 1990, until April 1st, 
1999, 101 reports of adverse experiences have been received re- 
garding the anthrax vaccine. Of these, 87 were non-serious and 14 
were considered serious events. As the number of people immu- 
nized with vaccine increased, the number of adverse-event reports 
may also increase. 

Data from the VAERS system can serve as a useful tool in identi- 
fying potential problems with the vaccine. Thus far, the reports re- 
ceived on the anthrax vaccine do not signal concerns about the 
safety of the vaccine. 

Mr. Chairman, let me state clearly that we are confident that for 
persons at high risk, the licensed vaccine is safe and effective for 
the prevention of anthrax — disease. 

I can assure you that FDA will remain vigilant in its oversight. 

I appreciate the subcommittee’s interest in this very important 
topic, and I will be happy to answer any questions. 

Thank you. 

[The prepared statement of Dr. Zoon follows:] 
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Introduction 


Mr. Chairman and Members of the Committee, I am Dr. Kathryn 
Zoon, Director, Center for Biologies Evaluation and 
Research, Food and Drug Administration (FDA or Agency) . I 
appreciate the opportunity to discuss the safety and 
efficacy of the anthrax vaccine, currently manufactured by 
BioPort, Corporation. As the Committee requested, I will 
explain FDA's Memorandum of Understanding (MOU) with the 
Department of Defense (DOD) . I will describe events at the 
time of approval of the vaccine and our experience since 
then. Lastly, I will describe the compliance history of 
BioPort Corporation. Let me start by briefly explaining - 
the MOU with DOD. 

Memorandxjm of Understanding with Department of Defense 

On May 21, 1987, FDA entered into the current MOU with DOD. 
This replaced the previous MOU signed in 1974. The 1987 
agreement established procedures to be followed by DOD and 
FDA regarding the investigational use of drugs, biologies 
and medical devices. The MOU affirms that clinical testing 
of new drugs will be done in accordance with applicable 
regulations concerning Investigational New Drug 
Applications (INDs) and Institutional Review Boards (IRBs). 
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The MOD addresses the possibility of a need for expedited 
review of an IND by FDA to meet DOD requirements concerning 
National defense considerations. Under the MOU, DOD is 
responsible for classifying medical research and 
development as it relates to information that may be made 
public under Freedom of Information Regulations. It should 
be stressed that this agreement, however, does not allow 
DOD to perform research on humans without submitting an IND 
and it requires DOD to comply with all FDA regulations. 

Background 

Anthrax is a highly infectious disease caused by spores of 
a bacterium known as Bacillus antbracis . These spores 
resist destruction and may be present in the soil for 
decades, occasionally infecting grazing animals that ingest 
the spores. Goats, sheep and cattle are examples of 
animals that may become infected. Human infection may 
occur by three routes of exposure to anthrax spores: 
cutaneous, gastrointestinal, and pulmonary, skin contact 
with live infected animals, or with the hide, hair or bones 
of an infected animal may lead to infection of a person's 
skin, known as cutaneous anthrax infection. This is the' 
most common manifestation of anthrax in humans, accounting 
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for more than 95 percent of cases. Eating undercooked or 
raw infected meat can cause gastrointestinal anthrax 
infection. Breathing in airborne spores may lead to 
pulmonary anthrax, also known as inhalation anthrax. 

Experience has shown that inhalation anthrax has a very 
high mortality rate, with estimates ranging from 80 percent 
to 90 percent or higher. Untreated cutaneous anthrax 
infection is associated with a death rate estimated to be 
approximately 20 percent . 

Inhalation anthrax infection has two phases. During the 
first phase, which occurs within one to five days after - 
inhalation of the spores, the patient has influenza-like 
symptoms, such as a cough, malaise, fatigue and mild fever. 
Several days later these symptoms may subside, but are 
rapidly followed by the second, more severe stage of 
disease. During the second phase, the patient experiences 
sudden onset of severe respiratory distress, and sometimes 
chest pain accompanied by fever. Chest x-rays may show 
fluid in the lung. Within a day, septic shock and death 
will likely occur. 
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The only known effective prevention against anthrax is the 
anthrax vaccine. Treatment of cutaneous anthrax infection 
involves administration of antibiotics. In the case of 
pulmonary anthrax infection, therapy has been of limited 
benefit, except when given immediately after exposure. 

Prior to use of the anthrax vaccine, cases of human anthrax 
infection in the United States were much more prevalent . 
According to data from the Centers for Disease Control and 
Prevention, (CDC) there were approximately 130 reported 
cases of anthrax infection per year at the start of this 
century. In the past decade, there have been years with no 
reported cases of human anthrax infection in the United 
States. It is difficult to assess exactly how much of this 
dramatic reduction is due to the vaccine, but immunization 
with the anthrax vaccine of people at risk, along with 
vaccination of animals against anthrax, have likely 
contributed to this favorable decline. Elsewhere in the 
world, human anthrax cases continue to be reported, 
especially in countries with predominately agricultural 
economies. 
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History of the Anthrax Vaccine 

Clinical trials on the anthrax vaccine were conducted by 
Philip S. Brachman et al. during the 1950' s^. This 
controlled field study involved workers in four mills in 
the northeastern United States that processed imported 
animal hides. This selected population was at risk because 
the mill workers routinely handled anthrax-infected animal 
materials. Prior to vaccination, the yearly average number 
of human anthrax infection was 1.2 cases per 100 employees 
in these mills. 

For this trial, employees who had not previously contracted 
anthrax were selected and divided into two groups . The 
groups were balanced with regard to their age, length of 
employment, department at the mill, and the particular job 
they performed. The trial was a single-blinded study, 
where the participants were not told whether they received 
the vaccine or placebo. Individuals who did not 
participate in the controlled study [because they were 
ineligible (i.e. had a history of prior anthrax) or chose 
not to receive the injections] were also monitored for 

* Philip S. Brachman, M.D., Herman Gold, M.D., Stanley A. 

Plotkin, M.D., F. Robert Fekety, M.D., Milton Werrin, D.V.M., 
F.A.P.H.A. , and Norman Ingraham, M.D., F.A.P.H.A. 
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anthrax. These individuals were referred to as the 
observational group. 

During the trial, 26 cases of anthrax infection were 
reported at the mills - five inhalation and 21 cutaneous. 

Of the five inhalation cases, two individuals had received 
the placebo, while three individuals were in the 
observational group. Four of the five people who developed 
inhalation anthrax died. No cases of inhalation anthrax 
occurred in vaccine recipients. Of the 21 cutaneous cases, 
15 individuals had received the placebo, three individuals 
were in the observational group, two individuals were 
Pdttially immunized and one individual was fully immunized. 
Based upon a comparison between the populations completely 
vaccinated versus the populations receiving placebo, the 
authors calculated a vaccine efficacy level of 92.5 
percent. 

On April 14, 1966, CDC submitted an IND for the anthrax 
vaccine to the Division of Biologies Standards, which was 
then part of the National Institutes of Health (NIH) and 
later transferred to FDA. The method of preparing this 
vaccine was similar, but not identical, to the vaccine used 
in the Brachman et al. study. The vaccines in both studies 
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were based on the immunity induced by the protective 
antigen (PA) . Persons receiving the vaccine made by the 
two different methods demonstrated similar pea)< immune 
responses (antibody concentration) following the initial 
three doses . 

Textile employees and laboratory wor)cers were immunized 
under this IND. A number of lots of investigational 
vaccine used by CDC under this IND were manufactured by the 
Michigan Department of Public Health (MDPH) . 

The data submitted to the Division of Biologic Standards 
described the CDC's experience with approximately 16,000 
doses of anthrax vaccine from four lots manufactured at 
MDPH. These MDPH lots were administered to approximately 
7,000 study participants. 

For the four MDPH lots used for vaccinations, reported 
local reactions at the immunization site ranged between 
3 percent to 36 percent of the initial series of doses, and 
3 percent to 33 percent of the booster doses, depending on 
the lot. Reported mild reactions were 3 percent to 
20 percent of all doses. Reported moderate local reactions 
were 1 percent to 3 percent of doses. Severe reactions 
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were reported for less than 1 percent of doses. Systemic 
reactions were reported in four cases during the five-year 
reporting period. These reactions included fever, chills, 
nausea and general body aches, and were reported to have 
been transient. 

The Division of Biologies Standards determined that the 
data submitted by CDC supported licensure of the vaccine. 

On November 10, 1970, the Division of Biologies Standards 
issued a product license to MDPH to manufacture anthrax 
vaccine . 

Approved labeling for the anthrax vaccine states that 
immunization with this product is recommended for 
individuals who may come in contact with animal products 
that may be contaminated with Bacillus anthracis spores; 
and for individuals engaged in diagnostic or 
investigational activities which may bring them in contact 
with Bacillus anthracis spores. It is also recommended for 
persons at high risk, such as veterinarians and others 
handling potentially infected animals. 

The approved labeling also states that anthrax vaccine is 
to be administered subcutaneously , (injected under the 
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skin). After the initial dose of O.Sml, further doses of 
0.5ml are administered at two weeks, four weeks, six 
months, 12 months and 18 months, with yearly boosters 
thereafter. 

The Panel Review 


The Public Health Service Act, under which biologicals such 
as vaccines were licensed, required evidence of safety, 
purity and potency. After the Division of Biologic 
Standards was transferred from NIH to FDA, expert panels 
were assigned to review information on biological products, 
including vaccines that had been on the market prior to the 
transfer. The review was initiated in order to verify 
whether existing data supported the safety and efficacy of 
marketed biological products. 

Biological products were divided into one of six 
categories. FDA assigned responsibility for initial review 
and recommendation for all products in these six categories 
to separate independent advisory panels of outside 
scientific experts, collectively known as the Advisory 
Review Panel. The Advisory Review Panel also was charged 
with advising FDA, in the form of a report, on 
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classification of these products into one of the following 
categories: Category I - safe, effective and not 
misbranded; Category II - unsafe, ineffective or 
misbranded; Category III - insufficient information, 
further testing required. 

Based upon their review of available data, the Advisory 
Review Panel recommended that the anthrax vaccine 
manufactured by MDPH be classified as a Category I product 
and that appropriate licenses be continued based upon 
substantial evidence of safety and effectiveness of this 
product. The safety data from the CDC trials and the 
efficacy data from the Brachman et al. trials were the 
basis for these findings. These findings were published in 
the Federal Register on December 13, 1985. 

Today, it would be difficult to repeat the efficacy 
studies. This is because there are no evident populations 
in the United States where prophylactic vaccine protection 
against natural exposure to anthrax could be evaluated in a 
clinical field trial, such as was done in the Brachman et 
al. study. Specifically, the incidence of naturally 
occurring anthrax in humans is low and sporadic in 
occurrence, making identification of a trial target 
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population difficult. Likewise, it would be unethical to 
perform challenge/protection studies in humans. In 
addition, human immunogenicity and safety data would be 
required. The safety database obtained by CDC under the 
IND would be considered a reasonable pre-licensure database 
to evaluate a safety study today. 

Post-Marketing Experience 

Since licensure in November 1970, the anthrax vaccine has 
been used by livestock workers, veterinarians, lab workers 
and researchers who are at risk for infection. The 
manufacturer provided FDA the following information 
regarding distribution. From 1974 to 1989, approximately 

68.000 doses were distributed. In 1990, approximately 

268.000 doses were distributed. Between 1991 and the 
present, we understand that approximately 1,200,000 doses 
were distributed. 

It is not possible to give a precise number of persons who 
received the vaccine prior to use in Operation Desert Storm 
and Operation Desert Shield. We estimate that 
approximately 7,000 patients received approximately 16,000 
doses of the vaccine during clinical trials conducted by 
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the CDC. In addition, between 1974 and 1989, our files 
show approximately 68,000 doses were distributed. This is 
sufficient to vaccinate about 11,000 people with the full 
six-dose regimen of the currently approved anthrax vaccine. 
It is possible that some doses distributed were not used, 
or that some individuals did not receive the full course of 
the vaccine. Thus, it is not possible to accurately report 
the precise number of people vaccinated between 1974 and 
1989. 

According to the CDC, from 1962 to 1974, 27 cases of 
anthrax occurred in the "at-risk" populations in the United 
States. Of those, 24 cases occurred in unvaccinated 
individuals, one case after the person had been partially 
immunized with one dose of the vaccine and two cases after 
individuals had been partially immunized with two doses of 
the vaccine. No documented cases of anthrax were reported 
for individuals who have received the recommended six doses 
of the vaccine. 

Vaccine Adverse Event Reporting - Anthrax 

With regard to safety data, FDA and CDC jointly operate a 
system called the Vaccine Adverse Event Reporting System 
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(VRERS) . FDA uses this system to track adverse events 
possibly associated with licensed vaccines. Reporting of 
adverse events associated with the use of anthrax vaccine 
is voluntary for individual healthcare providers. The 
vaccine manufacturer, however, must report to FDA all 
reports of adverse events of which they are aware. 

The report of an adverse event to VAERS is not 
documentation that a vaccine caused the event, only that 
the event occurred soon after the vaccine was administered. 
Doctors and other healthcare providers are encouraged to 
report serious or unexpected adverse events following 
vaccination, whether or not they believe that the 
vaccination was the cause of the adverse event. Since it 
is difficult to distinguish a coincidental event from one 
truly caused by a vaccine, the VAERS database contains 
events of both types. 

It should be emphasized that adverse event reports can be 
made by a health care professional, a patient or anybody 
else. If a patient's physician does not file a VAERS 
report, the patient can do so. FDA encourages individuals 
to report to VAERS any clinically significant adverse event 
occurring after the administration of any vaccine licensed 
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in the United States. Reports to VAERS may be made in 
writing or by calling a toll-free number, 

1-800-822-7967. Reporting instructions are available on 
the Internet at www.fda.gov/cber/vaers.html. 

From the time the VAERS system started operating in 1990 
until J^ril 1, 1999, there have been 101 reports of adverse 
events associated with use of the anthrax vaccine reported 
to the VAERS system. Of those, 87 were non-serious events 
and 14 were considered serious events. Non-serious events 
include the following symptoms: injection site edema 
(swelling with fluid in tissue) , injection site 
hypersensitivity, rash, headache and fever. 

Of the 11 serious reactions reported during the current 
anthrax vaccination program, most individuals have 
recovered. Three patients were hospitalized for injection 
site reactions. One individual experienced a more 
widespread allergic reaction. One individual was 
hospitalized with a confirmed case of aseptic meningitis 
nine days after vaccination. Another individual 
experienced Gullain-Barre syndrome within 24 hours of the 
third dose. He was unable to wallc for nine days. He 
gradually recovered and had symptom resolution within five 
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months of the vaccination. Three weeks after receiving the 
vaccine, another individual experienced bipolar disorder 
and has not recovered. 

It should be emphasized, once again, that it is not always 
possible to attribute a cause and effect relationship 
between a reported event and a vaccination. With the 
exception of injection site reactions, all of the adverse 
events noted above do occur in the absence of immunization. 

While the data gathered from the VAERS system can serve as 
a useful tool in spotting potential problems, the data 
gathered from the VAERS reports on anthrax vaccine, thus 
far, do not signal concerns about the safety of the 
vaccine. As more people receive the vaccine, the numbers 
of adverse events reported will increase. 

Lot Release 


Because of the complex manufacturing processes for most 
biological products, each product lot undergoes thorough 
testing for purity, potency, identity, and sterility. 
Manufacturers may release lots only after this testing is 
documented. FDA may require lot samples and protocols 
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showing results of applicable tests to be submitted for 
review and possible testing by FDA. In this case, the 
manufacturer may not distribute a lot of the product until 
FDA's Center for Biologies Evaluation and Research releases 
it. The lot release program is part of our multi-part 
strategy that helps assure product safety by providing a 
quality control check on product specifications. The 
anthrax vaccine is subject to lot release. 

Michigan Biologies Product Institute / BioPort Corporation 

The BioPort Corporation facility in Lansing, Michigan is 
the only manufacturer licensed by FDA to manufacture 
anthrax vaccine. Originally, the facility was operated by 
the Michigan Department of Public Health. In 1996, the 
facility became known as the Michigan Biologies Products 
Institute (MBPI), an entity controlled by the State 
Government of Michigan. Currently, the facility is known 
as BioPort Corporation based upon the September 1998 
transfer of ownership from MPBI to BioPort Corporation. 

FDA has inspected this facility on many occasions during 
the past decade, identifying a number of deficiencies 
requiring correction. In particular, FDA conducted an 
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inspection of MBPI in November 1996. During that 
inspection, FDA investigators documented numerous 
significant deviations from the Federal Food, Drug, and 
Cosmetic Act, FDA's regulations and the standards in MBPI's 
license. Based upon the documented deviations, FDA issued 
a Notice of Intent to Revoke Letter (NOIR) to MBPI in March 
1997. The NOIR letter did not mandate the closure of the 
facility or lead to seizure of finished product. The 
letter, however, did state that if MBPI's corrective 
actions proved to be inadequate, they would run the risk of 
having their license revoked. 

MBPI responded to the NOIR with a "Strategic Plan for 
Compliance" presented to FDA in April 1997. This plan 
called for the periodic submission of data to FDA that 
would serve as evidence of MBPI's progress towards 
achieving compliance with FDA's regulations. Under the 
plan, FDA would review this data and then monitor MBPI's 
progress through follow-up inspections. In February 1998, 
FDA conducted a follow-up inspection of the MBPI facility 
to evaluate MBPI's compliance with its strategic plan. 

The February 1998 inspection disclosed significant 
deviations from FDA's regulations. These deviations 
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included, but were not limited to, the manufacture of the 
anthrax vaccine. In addition, the inspection resulted in a 
request by FDA that MBPI quarantine 11 lots of anthrax 
vaccine held in storage, pending review of additional 
information to be submitted by BioPort regarding the lack 
of investigations into possible problems with potency, 
sterility and particulate matter. These lots are still in 
quarantine, and will remain in quarantine until the company 
submits required information to the Agency. FDA noted that 
MBPI had made progress in achieving its compliance goals, 
but additional work remains in order to correct the 
deviations related to the manufacture of the anthrax 
vaccine. 

Pursuant to its purchase of the MBPI facility in 
September 1998, BioPort agreed to abide by the strategic 
plan and other commitments for corrective actions made by 
the management of MBPI. 

It should be noted that MBPI halted production of anthrax 
vaccine sublots in January 1998 to begin a comprehensive 
renovation of the anthrax production facilities. No 
anthrax vaccine has been produced since BioPort became 
owner of the facility. 
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In its most recent inspection of BloPort Corporation in 
October 1998, FDA found continuing improvement. FDA 
believes that the products not quarantined by BioPort are 
safe and effective for the labeled indications. FDA found 
that the firm had made progress toward meeting objectives 
under its strategic plan in bringing the facility into full 
compliance. Based on BioPort' s progress to date, FDA is 
hopeful that the company will continue to demonstrate 
improvement. Further FDA inspections should verify 
BioPort' s compliance with regulations for the manufacture 
of all products, including anthrax vaccine. We will 
continue to work closely with BioPort to ensure that the 
goals outlined in their strategic plan are met. 


Conclusion 

Mr. Chairman, we believe anthrax vaccine is a safe and 
effective vaccine for. the prevention of anthrax disease - 
an often-fatal disease. Our confidence in this vaccine, 
like all vaccines, is based upon four components; first - 
the clinical trials and subsequent clinical laboratory 
experience with the vaccine; second - ongoing inspections 
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of the manufacturing facility; third - our lot release 
requirements; and fourth - our ongoing collection of 
adverse event reports. We will continue our efforts in all 
four of these areas, with the anthrax vaccine and all 
vaccines, to assure that only safe products are on the 
market . 

I appreciate the Subcommittee's interest in this very 
important topic and would be happy to answer any questions. 
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Mr. Shays. Thank you very much. 

General Cain. Thank you. 

General Cain. Chairman Shays and other distinguished com- 
mittee members, I am honored to appear before your committee 
today to address the production and supplemental testing of the 
Department of Defense, the DOD’s, vaccine program. I am Briga- 
dier General Eddie Cain, Joint Program Manager of the Joint Pro- 
gram Office for Biological Defense, and I have served in this posi- 
tion since June 1998. 

I have provided the committee with a more detailed written 
version of my testimony that I would like to submit for the record. 
Today, I will address the specific questions raised in your letter to 
Secretary Cohen that are in my area of responsibility. 

The Joint Program Office of Biological Defense plays a major role 
in force protection with DOD by providing detection equipment and 
medical products to all service members. One aspect of my mission 
is to provide centralized program management for the advance de- 
velopment and production of all DOD biological defense vaccines, 
including anthrax vaccine. 

This responsibility includes licensing, testing, and stockpiling 
these biological defense vaccines. As was stated during the March 
24th hearing, anthrax is a major biological warfare threat faced by 
our armed forces. More than 10 countries, including Iraq, have or 
are suspected of developing a biological warfare capability. 

Anthrax is the biological weapon most likely to be encountered 
because it is highly lethal, easy to produce in large quantities, and 
relatively easy to weaponize. If anthrax is used as a biological 
weapon, disease will most likely occur by inhalation of anthrax 
spores. Death is the usual outcome once clinical symptoms appear 
regardless of any post-exposure treatment. 

Death from anthrax, however, is preventable by immunization 
with the licensed vaccine, thereby enhancing force protection. On 
a personal note, I have received four of the six shots, and I can tell 
you that I have no reservation about taking the vaccine, and I have 
had no adverse reaction. 

Protection of the total force against anthrax was initiated by Sec- 
retary Cohen in December 1997. One of the conditions required be- 
fore implementation of the immunization plan was that supple- 
mental testing had to be accomplished to assess sterility, safety, 
potency, and purity of the vaccine lots in the stockpiles. The FDA 
has previously released all lots in the stockpile. DOD, however, for 
added assurance, directed the Joint Program Office to contract the 
Michigan Biological Products Institute, now BioPort, to conduct 
supplemental testing on all lots of anthrax vaccine in the DOD 
stockpile. 

Whereas, BioPort conducts the actual testing, Miretek Systems 
Inc., a DOD contractor, provides independent oversight of this test- 
ing. Miretek staff observes all aspects of the supplemental testing 
and provides a written report to the Joint Program Office on the 
acceptability of the testing and test results. 

The Joint Program Office then reviews all data prior to releasing 
any lot for shipment and use. Only those lots in the original stock- 
pile that have passed supplemental testing have been approved for 
use for immunization. 
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Supplemental testing began in January 1998. As of April 1999, 
eight lots have passed all supplemental testing requirements. De- 
tail status of the remaining lots is outlined in my written testi- 
mony. 

I will now discuss the anthrax vaccine production facility, which 
is the only FDA licensed manufacturer in the world. Before imple- 
mentation of the immunization plan and the November 1996 in- 
spection, a DOD task force evaluated the anthrax vaccine capabili- 
ties at the facility. It was determined that the facility would re- 
quire substantial renovation to meet production and FDA regu- 
latory requirements. 

Let me reiterate that the decision to renovate the facility was 
made before the 1996 FDA inspection. Production was stopped in 
January 1998 to begin the renovations. The physical aspects of the 
renovation were completed in January 1999. Completion of the ren- 
ovation also requires validation of the manufacturing equipment 
and the production process. The process validation includes pro- 
ducing several lots of anthrax vaccine for review by the FDA. 

We expect new vaccine to be available by January 2000. 

With respect to current vaccine availability, there is sufficient 
anthrax vaccine to support the Secretary of Defense anthrax immu- 
nization program through December 1999. Beyond 1999, both the 
remaining doses in the stockpile and new vaccine produced in the 
renovated facility will ensure that DOD has sufficient doses to 
meet force-protection requirements. 

In conclusion, anthrax vaccine is a key element in protecting 
service members against a lethal threat of anthrax. The DOD will 
continue to work with BioPort and the FDA to ensure there is a 
sufficient supply of safe and effective anthrax vaccine. 

Mr. Chairman, this concludes my statement. Although I did not 
address your question regarding adverse reaction reports, I have 
included a statement in my written testimony from the Office of 
the Surgeon General regarding this topic. 

I am ready to address any questions that may fall in my respon- 
sibility at this time. 

[The prepared statement of General Cain follows:] 
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Introduction 


Chairman Shays, Representative Blagojevich and Distinguished Committee Members, I 
am honored to appear before your Committee today to address the production and 
supplemental testing of the Department of Defense's (DoD) Anthrax Vaccine. 

I am Brigadier General Eddie Cafn, Joint Program Manager of the Joint Program Office 
for Biological Defense (JPOBD). I have served in my present position since June 1998. 

The JPOBD provides centralized program management for the advanced development 
and production of all DoD biological defense (BD) vaccines. Major areas of responsibility 
include the development, licensing, stockpiling and testing of BD vaccines. 

Background 

Anthrax is a major biological warfare threat faced by United States forces. More than 
ten countries, including Iraq, have or are suspected of developing a biological warfare 
capability. Anthrax is the biological weapon most likely to be encountered because it Is • 
highly lethal, easy to produce in large quantities, and relatively easy to develop as a weapon 
due to the stability of its spore stage. If anthrax is used as a biological weapon, disease will 
most likely occur by inhalation of anthrax spores. Death is the usual outcome once clinical 
symptoms appear regardless of any post-exposure treatment. Death from anthrax, 
however. Is preventable by immunization wKh the licensed vaccine. 

The responsibilities for funding, management and oversight of the DoD Anthrax 
Vaccine contracts were assumed by the JPOBD in 1995 from the U.S. Army Medical 
Research and Development Command (USAMRDC), currently the U.S. Army Medical 
Research and Materiel Command, headquartered at Fort Detrick, Maryland. 
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Memoranda of Understanding (MOUs) 

The Committee requested that DoD address the purpose and operation of any past or 
current MOUs t^tween DoD and the Fotxl & Drug Administration (FDA). 1 ^ not aware of 
any MOUs between DoD and FDA that specifically deal with the licensed Anthrax Vaccine. 
Since 1987 there have been two general MOUs between DoD and FDA. The first MOU, 
"Investigationai Use of Drugs, Antibiotics, Biologies, and Medical Devices by the Department 
of Defense", was signed in May 1987. This MOU formalized agreements that DoD would 
comply with Federal r^ulafions for DoD sponsored clinical research as pertains to 21 CFR 
312 or 21 CFR 812. FDA.agreed to special expedited review for DoD requirements to meet 
national defense conditions including stockpiling considerations for future use. FDA also 
agreed to maintain a cadre of personnel who have appropriate security clearances if 
research projects involve potential security issues. The second MOU, "Quality Assurance 
Support for Medical Materiel Having Military Application", was signed in June 1991. The 
latter MOU formalized the relationship and defined the responsibilities of USAMRDC and 
FDA to each other during the research, development and pre-marketing acquisition of 
medical materiel for military application. This MOU expired June 1997. 

Supplemental Testing 

As you know, the Secretary of Defense (SECDEF) announced in his December 15, . 

1 997 press release that the Anthrax Vaccine Immunization Program (AVIP) would start only 
after several conditions were met. One of those conditions was “supplemental testing to 
assure sterility, safety, potency and purity of the vaccine". FDA had previously released 
these anthrax vaccine lots for use. DoD. however, for added assurance directed JPOBD to 
contract with Bio Port, formerly Michigan Biologic Products Institute (MBPI), to conduct 
supplemental testing, with external oversight, on all lots of anthrax vaccine in the OoO 
, stockpile. 

The supplemental testing is based on tests required by FDA for lot release, and 
provides an added level of confidence in the potency and purity of the anthrax vaccine in our 
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Stockpile. BioPort has performed, and continues to perform supplemental testing on all 
licensed lots of anthrax vaccine that were in DoD's original stockpile. Mitretek Systems Inc. 
performs independent oversight and provides a quality assurance function for DoD within the 
BioPort production facility. Mitretek's staff observes all aspects of the supplemental testing 
and provides a written report to JPOBD on the acceptability of the testing and test results. 
JPOBD reviews all data prior to releasing any lot for shipment and use. 

Supplemental testing began in January 1998, and originally was scheduled for 
completion in November 1998. As of April 1999, eight licensed lots have passed all 
supplemental testing requirements. JPOBD has approved these eight lots for use. 

During the conduct of supplemental testing BioPort and Mitretek Systems Inc. identified 
an inconsistency in the control values in potency assays conducted in June and September 
1998. Based on this inconsistency, JPOBD suspended supplemental testing and sent a 
“Tiger Team" of subject matter experts to help resolve the problem. Corrective action is 
being implemented. We expect to resume testing within six months and do not anticipate 
any impact on the immunization plan. 

Manufacturing Facility 

In support of DoD Directive 6205.3, "DoD Immunization Program for Biological Warfare 
Defense", dated November 26. 1993 and in anticipation of the SECDEF announcement to 
immunize the total force, JPOBD evaluated the anthrax production capabilities and 
determined that it would require renovation to ensure it would meet FDA regulatory 
requirements. JPOBD initiated discussions with the manufacturer in the summer of 1 996 to 
shut down the production line for renovation. The final feasibility study was completed in 
May 1997. Cost estimates and design work were started, and construction in a number of 
ancillary areas was Initiated in 1997. Production line operations were suspended In January 
1998 so that production line renovation could begin. 
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The physical aspects of the renovation were completed in January 1999 on schedule. 
Completion of the renovation also requires validation of the manufarduring equipment and 
the production process. The process validation includes producing consistency lots of 
anthrax vaccine for review by FDA. We expect this to be completed by January 2000. 

Stockpile 

There is sufficient anthrax vaccine to support the immunization plan through December 
1999. As of 15 April 1999, doses available for immediate use include one undistributed lot 
that has completed supplemental testing along with four additional lots recently released by 
FDA. These latter four lots are not part of the original DoD stockpile and did not undergo 
supplemental testing because lot release data were recently completed and submitted to- 
FDA for review and approval. 

No lots are under mandatory quarantine. Twenty-one lots of the original stockpile are 
voluntarily quarantined by BioPort pending resolution (jf supplemental testing or FDA 
regulatory issues. JPOBD is working closely with BioPort to resolve these Issues prior to 
making any lots available for DoD use. 

Adverse Reactions 

The Anthrax Vaccine Immunization Program (AVIP) Office, Office of the Army 
Surgeon General, provided the following information: 

“The safety of the vaccine is the most closely scrrrtirrized aspect of the entire Anthrax 
Vaccine Immunization Program, or AVIP. We monitor very closely for trends and events that 
may indicate problems and we have an immunization tracking system that can readily allow 
us to analyze these problems by unit, by lot, or by location. 

“Since DOD began the AVIP during the National Command Authorities directed 
contingency OPERATION Desert Thunder in March of 1998, DOD submitted 49 individual 
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VAERS-1 Forms, representing the vaccine adverse events from over 810,000 individual 
vaccination events in more than 260,000 Service Members, representing a 0.006% 
incidence rate. Only 8 of these 49 Vaccine Adverse Event Reporting System Forms 
indicated a requirement for either hospitalization or loss of duty for more than 24 hours. Of 
these 49 reports, 26 are characterized as local hypersensitivity reactions. This includes 
local erythema or redness at the site of vaccination, a subcutaneous nodule or knot under 
the skin, tenderness, and perhaps swelling. Of these 26 local reactions, 9 were classified as 
mild-local redness at the injection site (1-2 centimeters in diameter): 10 were classified as 
moderate-local redness (greater than 1-2 centimeters but less than 5 centimeters in 
diameter) and perhaps a subcutaneous nodule; 7 were classified as severe local 
reactions-redness exceeding 5 centimeters in diameter or perhaps swelling at the site which, 
in some cases, actually extends to the lower forearm. It is important to note and compare 
that other US National vaccines with similar components and constituency, such as tetanus 
toxoids and typhoid for example, have nearly identical adverse events associated with their 
use. The remaining 23 of 49 adverse events are classified as systemic reactions. Systemic 
reactions range from hives, muscle and Joint pain, nausea, fever, and chills. Again, these 
rare adverse events are commonly cited In the medical literature with many other vaccines. 

In fact, you should note systemic reactions occur with gre^iiter incidence with the Mumps, 
Measles and Rubella Vaccine, Hepatitis B Vaccine, and Diphtheria. Tetanus and Pertussis 
Vaccines, effectively given as part of our National vaccination programs. One US Navy 
sailor experienced a more serious systemic reaction after his third vaccination referred to as 
Guillian-Barre Syndrome (GBS). The etiology of this syndrome is still unknown, although It 
has been associated with recent infectious disease and vaccinations. The CDC reports that 
the vast majority, 95 percent of patients with GBS, do not report receiving any vaccine in the 
weeks prior to developing symptomatically. GBS gained some notoriety during the 1976 
national vaccination against swine influenza and was found to increase the rate of GBS 
slightly less than one case per one hundred thousand vaccinations. Subsequent influenza 
vaccines prepared from other virus strains have not been clearly associated with an 
Increased frequency of GBS. More recent studies suggests the rate may be as low as 1-3 
cases per 1 ,000,000 people vaccinated. The possible risk of developing GBS following 
immunization is so small, however, that it Is difficult to study and accurately estimate. 
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"The 49 VAERS events outlined for you represent all reports submitted through our 
reporting system within all Department of Defense Military Treatment Facilities. The FDA 
implemented their vaccine adverse event reporting system, commonly referred to as 
VAERS, in November of 1990. VAERS is the responsibility of the Division of Biostatistics 
and Epidemiology in the Center for Biologies Evaluation and Research. It is also monitored 
at the CDC by the National Immunization Program, Vaccine Safety and Development 
Activity. Since 1990, only 101 adverse events have been reported to the FDA as temporally 
associated to the anthrax vaccine. These reports come from disparate sources and may 
actually be submitted directly by any individual suffering an adverse event. Since this is a 
passive sun/eillance system, this open approach encourages the submission of any and all 
events that may represent a significant trend. The F.DA cites that* only 9 of these 101 reports 
represent a serious event. Serious events are defined by the FDA as those that are 
life-threatening, result in a chronic illness or condition, or require hospitalization. The FDA 
assesses that none of these events are causally related to the anthrax vaccine and do not 
represent a sentinel trend in adverse health effects associated with the vaccine. All adverse 
events reported within the DoD have resolved and all have returned to duty. 

"It Is also important to distinguish the difference between adverse events and 
side-effects associated with the vaccine. While our system does not discourage repotting 
any VAERS temporally associated with the vaccine, many of those reports submitted 
represent side-effects. Any case that results in either loss of duty for more than 24 hours or 
hospitalization must be reported through the DoD as an adverse event. Conversely, 
side-effects do not effect either duty performance or any other activity of daily living. The 
history on the use of this vaccine' In the United States, which was licensed more than 28 
years ago, suggests that the side effects associated with its use are minimal. The product 
insert for the vaccine cites that as many as 30-percent of recipients wiH experience a mild, 
local reaction. The clinical data submitted to the FDA when the vaccine was first licensed in 
1970 estimated 16-percent or less would experience a mild local reaction, as few as 
4-percent would experience a moderate local reaction, and less than 1-percent would have a 
serious local reaction including swelling at the site of inocuiation that may extend down the 
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extremity. Less than 1 -percent of the study group experienced any type of systemic 
reaction. Studies on reactions and side-effects by the US Army Medicai Research Institute 
for Infectious Diseases, USAMRIID, conducted from 1977 to 1996 validates the earlier 
reports and the low reactogenicity of this vaccine. 

“All the members of the AVIP collective team-the Surgeons General, the Joint 
Program Office, the Joint Staff, and the Assistant Secretary of Defense for Health Affairs, 
have endeavored to continuously monitor the health of our people to protect against any 
adverse health effect. Under the direction of the Army Surgeon General, Tripler Army 
Medical Center launched an internal survey of more than 600 assigned clinicians to closely 
evaluate every conceivable side effect that had any temporal correlation to the anthrax 
vaccination. We encouraged the survey participants to report any side-effects, irrespective 
of the degree of severity, to develop an accurate projection of the vaccine's effect on the 
service member's health and the degree to which it impaired his duty performance. Less 
than 5-percent sought medical care for side-effects after any of the first three doses, and 
most of these side-effects, according to the principal investigator, were determined to be 
from illness not related to the vaccine. Only 3 VAERS were reported from the population, 
none of which required hospitalization. This survey will continue, with no established 
endpoint, until we have sufficient data to confirm the historical rates associated with this 
vaccine. 

"The Army Surgeon General, acting on behalf of the Executive Agent, has also 
requested the assistance of an external review panel to analyze each of the reported 
VAERS. Presently, the Vaccine Injury Compensation Program (VICP), from the Department 
of Health and Human Services is evaluating 100% of all VAERS received by the FDA related 
to the anthrax vaccine. The VICP has met three times now and reviewed 59 of the 84 
reported VAERS. Their recommendation is for, "no change in the current DoD anthrax 
immunization program except to initiate observational studies, preferably with a control 
group, as soon as possible. 
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“The Army Surgeon General has proposed a longitudinal, cohort study to assess both 
near-term and long-term reactions. This item will be discussed at a clinical conference 
scheduled for May 1999. Attendees include clinicians from all Services, the Armed Forces 
Epidemiological Board, the CDC, and the Center for Bioterrorism at Johns Hopkins 
University. 

“Mr. Chairman, Representative Blagojevich, Distinguished Committee Members, 
Force Health Protection is the concept embedded in Joint Vision 2010 which not only 
identifies how we will manage battlefield casualties in the next millennium, but how we must 
leverage our medical resources to maintain a healthy and fit force, and prevent casualties 
throughout the operational spectrum. The AVIP epitomizes this paradigm by using superior 
technologies to add another dimension of protection against emerging threat of anthrax as a 
biological weapon of mass destruction. Leveraging the superior technologies of the future, 
this program provides a template for managing all health readiness metrics and ensures a 
hyper-fit force that will be preeminent in any form of conflict. We continue to monitor the 
safety of this program to ensure and protect our most valued asset-the individual soldier, 
sailor, airman and marine. “ 


Conclusion 


Anthrax vaccine is a key element in protecting service members against the lethal 
threat of anthrax. DoD is working with BioPort, the only licensed anthrax vaccine . 
manufacturer to ensure there is a supply of this safe and effective vaccine. 
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Mr. Shays. Please summarize that Surgeon General’s report. 

General Cain. In summary, Mr. Chairman, the surgeon general 
just concluded that it is safe and effective — that the vaccine is safe 
and effective. 

Mr. Shays. That is a real summary. [Laughter.] 

I was hoping for a little meat in there, a little detail. Are you 
prepared to give anything more than that summary? 

General Cain. I am not at this time. 

Mr. Shays. Dr. Myers. 

Dr. Myers. Mr. Chairman and distinguished committee mem- 
bers, my name is Dr. Bob Myers, and I am the chief operating offi- 
cer of BioPort Corp. And thank you for making my stay here in 
Washington as pleasant as possible. 

I am proud to come before you today and tell you about our expe- 
riences as the manufacturer of the first and only routinely used de- 
fense vaccine in our country. I am pleased to have this opportunity 
to personally assure you of our vaccine’s safety and effectiveness. 
Indeed, this vaccine, instead of being criticized, should be welcomed 
as a safe and effective counter to biological warfare in today’s high- 
ly threatening global environment. 

I have worked for the lab since 1978, when it was owned by the 
Michigan Department of Public Health. I have been involved in, 
largely directed, the manufacture of all doses of anthrax vaccine 
being used in the Department of Defense, by the Department of 
Defense in its anthrax vaccine immunization program. 

Let me be clear at the outset. I don’t set policy; I make vaccines. 
And I am totally committed to providing the very best protection 
possible against the anthrax threat. BioPort has worked closely 
with the FDA to license and manufacture a quality vaccine, and we 
are working closely with the DOD to build and test a stockpile of 
vaccine that meets their important force-protection requirements. 

As you have heard this morning, anthrax is by far the most like- 
ly bio-weapon we will face in the near future. The vaccine has been 
produced in Michigan since the mid-1960’s, when the Federal Gov- 
ernment came to the Department of Public Health and asked them 
to develop and produce an anthrax vaccine which was badly needed 
in the textile industry as well as to protect laboratory workers 
studying anthrax. 

The Michigan lab had a long and outstanding history as one of 
the leading vaccine developers in the country, had an excellent 
working relationship with the GDC and the DOD, and last, but by 
no means least, they were willing to do the work on a vaccine that 
would protect people against anthrax at a time when there was no 
interest. 

While the anthrax vaccine was licensed in 1970 on the basis of 
efficacy already presented to you today by FDA, and this was be- 
fore I started working at the lab, I routinely review information re- 
lating to its safety and effectiveness. So I note the efficacy of 
BioPort’s vaccine was confirmed in 1985 by an expert panel, which 
found that from 1962 to 1974 no cases — let me repeat, no cases — 
occurred in fully vaccinated individuals despite continued cases in 
unvaccinated mill workers. 

The FDA panel concluded that the anthrax vaccine is safe and 
effective. 
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And let me just point out by example here, in way of answering 
some questions that may arise — I will start out by saying yearly 
deaths for the United States for 6 or 7 years, 1990, one; 1991, 
three; 1992, one; 1993, three; 1994, six; 1995, four; 1996, four. 

None of these deaths occurred in vaccinated individuals, and the 
vaccinated individuals receive either three or five doses. Now, the 
example that I am describing is an example that is not anthrax, 
but rabies. 

We give fives doses of rabies after exposure. Do we know we need 
to have five doses? No, but when the studies were done, five doses 
worked. If you don’t get vaccinated for rabies, you die after you 
have been exposed. 

Five doses of DTP are given to children between the ages of birth 
and 5. Would four doses work? While there is some evidence to 
show that for newer vaccines, perhaps four doses would, and you 
wouldn’t need a fifth. 

Why are there six doses for anthrax vaccine? Because six doses 
work to stop disease, and there haven’t been incidences of disease 
that are large enough since then to study. 

Mr. Shays. Let me just make sure I am clear on that. Are you 
saying in general. Dr. Myers, that six doses is the norm for all vac- 
cines? 

Dr. Myers. No I am not. I am saying that five doses for rabies 
vaccine post exposure works. Nobody wants to take a risk at cut- 
ting that back to four. Five doses of DTP are given between birth 
and 5 years of age. There is some evidence to show that the fifth 
dose may not be needed, but it is still given. And we know that six 
doses of anthrax vaccine worked in clinical studies, and since the 
incidence is so small, no additional studies have been done. Six 
works; we stay with six. 

Mr. Shays. Let me just let you continue, and then I will have 
you come back. 

Dr. Myers. Thank you. 

Mr. Shays. Thank you. I am sorry I interrupted you. 

Dr. Myers. Thank you. 

The FDA and DOD have already spoken to adverse events that 
have been reported to them. And my written testimony fully covers 
this topic as well. 

I would like to make several additional comments. Let me de- 
scribe a study that you may not be familiar with. It is a study of 
about 400 individuals whose reactions were actively solicited after 
three doses — for each of three doses: Redness, any, 21 percent. 
Soreness, any, 68 percent. Swelling, any, 11 percent. Arthralgia, 
any, 16 percent. Fatigue, any, 33 percent. Headache, any, 37 per- 
cent. Headache, severe, 2.8 percent. Rash, any, 5.2 percent. Rash, 
severe, none. Fever, 99.5 degrees Fahrenheit or greater, 2.26 per- 
cent. 

Seems like a rather high reaction rate. Listen carefully. What is 
striking is that this was part of a study done with one of the most 
recently licensed FDA vaccines, a vaccine licensed to protect 
against lyme disease. But most striking, the reaction rates I just 
described to you were from the placebo group, not the vaccine. 

If you actively solicit reaction rates to injected vaccines, because 
they use needles, they break the skin, they break nerve fibers, they 
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create inflammation. You will have side reactions. Most will be 
local. Some will be severe. Generalized reactions can also occur. 

I have personally had many doses of the vaccine over the years, 
more than you, General Cain, and have had nothing worse than 
the sore arm experienced by many others. If the anthrax vaccine 
were available for my wife, my children, and my grandson, I would 
have absolutely no reservation in administering the vaccine to 
them, including my eldest daughter who is of child-bearing age. 

One of the ways the safety and efficacy of vaccines are ensured 
is through periodic inspections of manufacturing facilities to deter- 
mine if they are operating in accordance to their license and ac- 
cording to good manufacturing practices. 

Our labs have been inspected at least 48 times since 1969, in- 
cluding several recent inspections that reported serious deviations 
of GMP’s. BioPort takes this matter very seriously. 

I would like to point out that contrary to the testimony of the 
GAO, the manufacturing facility was inspected in January 1993. 
That is the anthrax manufacturing line. It is not a plant. It is not 
even a building. It is a floor in a building at a campus that has 
about 20 buildings, most of them two stories or more. 

This facility, on the basis of that inspection, was approved in 
July 1993. Two inspections in 1998, one in February and the other 
in October, concentrated heavily on the anthrax vaccine, the lots in 
the stockpile, and related GMP issues. We expect another inspec- 
tion this summer as part of the FDA’s review of our renovated an- 
thrax facility that many have already discussed this morning. 

After the February 1998 FDA inspection, we voluntarily quar- 
antined, as a precautionary measure, 10 lots previously released by 
the FDA. An 11th lot had been quarantined before the inspection. 
These lots will remain in quarantine until any outstanding issues 
are resolved to the satisfaction of BioPort and the FDA. If satisfac- 
tory resolution is not obtained, the lots will be rejected. 

In conclusion, the anthrax vaccine being provided to our troops 
is safe and effective. It’s a typical vaccine. It is not the exception. 
BioPort is fully committed to making safe and effective vaccine. I 
am greatly concerned about the unsubstantiated comments made 
by those who, for whatever reason, are opposed to this important 
protection against one of the most serious biological threats in the 
world today. 

The anthrax vaccine is an essential component of force protection 
in our military, and we at BioPort are committed to providing the 
men and women who serve our country with the highest quality 
vaccine. 

Thank you for the opportunity to be here today. I would be happy 
to answer any questions you might have. 

[The prepared statement of Dr. Myers follows:] 
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INTRODUCTION AND BACKGROUND 

Chairman Shays, Representative Blagojevich and distinguished committee members, my 
name is Dr. Bob Myers and I am the Chief Operating Officer of BioPort Corporation. 

I am proud to come before you today to tell you about our experiences as the 
manufacturer of the first and only routinely used defense vaccine in the country. 1 am 
pleased to have this opportunity to personally assure you of our vaccine's safety and 
effectiveness. Indeed, this vaccine, instead of being criticized, should be welcomed as a 
safe and effective counter in today's highly threatening global environment. 

1 have worked for the lab since 1 977, when it was owned by the Michigan Department of 
Public Health, later known as the Michigan Biologic Products Institute (MBPl). 1 have 
been involved in the manufacture of all doses of the anthrax vaccine being used by the 
Department of Defense (DoD) in its Anthrax Vaccination Immunization Program 
(AVIP). 

Let me be clear at the outset. I don't set policy. 1 make vaccines. And I am totally 
committed to providing the very best protection possible against the threat of anthrax. 
BioPort has worked closely with the FDA to license and manufacture a quality vaccine 
and we're working closely with the DoD to build and test a stockpile of vaccine that 
meets their important force protection requirements. 

Anthrax is a very real threat that is virtually always fatal. Anthrax is also considered a 
low-tech bioweapon — it’s easy to get, it’s easy to grow, and it's not too difficult to 
weaponize. As a result, anthrax is by far the most likely bioweapon we will face as we 
move into the new millennium. 
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That anthrax is a potential bioweapon has long been known — long before the recent 
resurgence of concern on the likely use of bio-weapons by terrorists or aggressor nations. 
The National Centers for Disease Control (now the CDC) and the DoD came to the 
Michigan Department of Public Health some 35 years ago and asked them to develop and 
produce an anthrax vaccine. They asked the Michigan group for three reasons: 

• First, Michigan had a long and outstanding history as one of the leading vaccine 
developers in the country. 

• Second, Michigan had an excellent working relationship with the CDC and the 
DoD as a well-respected, highly reliable, pre-eminent biologies lab. 

• Last but by no means least, the Michigan Department of Public Health was 
willing to work on a vaccine that would protect people against anthrax at a time when no 
one else would. We stepped up to the plate when we were needed, and worked in tandem 
with scientists from Fort Detrick and the Public Health Service to develop an improved, 
safe and more highly effective anthrax vaccine during the years 1965-1970. 

EFFICACY OF ANTHRAX VACCINE 

The anthrax vaccine was first licensed by the FDA in 1970. At that time, it was badly 
needed in the textile industry, as well as to protect laboratory workers studying anthrax. 

In fact, the only time anthrax vaccine was tested for efficacy in controlled trials in 
humans was in four textile mills in the northeastern United States. That vaccine — less 
potent but very similar to ours — was tested from 1955 to 1959 in these textile mills 
because anthrax occurred regularly in mill workers — especially in mills processing 
imported goat hair. (On average, 1 .2 cases of anthrax, mostly cutaneous, were reported 
per 100 employees per year.) 

In that study, the vaccine was determined to be 93 percent effective against cutaneous 
anthrax. Twenty-one cases of cutaneous anthrax were reported — 1 8 in people who 
either received the placebo or no vaccine, two cases in people who had received three 
doses of vaccine with 5-13 months elapsing since the last dose, and one case in which the 
individual had received two doses of the vaccine with less than two weeks elapsing since 
the last dose. 

Although the cases of inhalation anthrax were insufficient in number to obtain a measure 
of efficacy, five cases did occur during the study - none in fully vaccinated individuals. 
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Four of the five individuals died. This single, controlled trial of vaccine efficacy was the 
basis of efficacy upon which the federal government licensed the anthrax vaccine in 
1970. 

The efficacy of Bioporfs vaccine was confirmed in 1985 by an expert FDA panel, which 
found that from 1 962 through 1 974, NO cases — let me repeat, NO CASES — occurred 
in fully vaccinated individuals despite continued cases in unvaccinated mill workers. The 
FDA concluded that there was sufficient evidence that the anthrax vaccine is safe and 
effective under its licensed conditions. 

Because it would be unethical to conduct placebo-controlled human studies, the only 
available method to show the effectiveness of the vaccine today is through animal studies. 
While several studies in guinea pigs about ten years ago found mixed results in the 
vaccine's ability to protect against some strains of anthrax, recent studies in rhesus 
monkeys and rabbits have proven that our vaccine is highly effective in preventing 
inhalational anthrax, even with so-called vaccine resistant strains. In those studies, groups 
of monkeys were protected against anthrax aerosol challenges at doses between 1 00 and 
1000 times the amount lethal to unvaccinated animals, up to two years after being given 
only two doses. The superior effectiveness that has been demonstrated in these studies is 
the basis for the current work under an approved Investigational New Drug (IND) 
application aimed at reducing the number of doses required. 

Finally, Dr. Arnold Kaufmarm, a highly regarded epidemiologist who followed anthrax 
infection in the United States for the CDC and is now retired, in April of 1998 stated the 
following: '‘To the present date, 1 am unaware of any person who has developed any form 
of anthrax after receiving either two doses of the current vaccine with seven or more days 
elapsing since the last dose, or three doses of the current vaccine, regardless of time 
elapsed since the third dose.” We are also unaware of occurrence of any anthrax in 
vaccinated individuals, but a few cases of cutaneous anthrax continue to occur 
sporadically in the U.S. in people who have not received the vaccine. 

SAFETY OF ANTHRAX VACCINE, INCLUDING ADVERSE EVENTS 

Certainly the safety of a vaccine must be assured. Yet anthrax vaccine is a perfect 
example of a safe vaccine that is still being unfairly criticized. It baffles me that someone 
going to the Middle East would actually refuse protection against a disease that is 
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virtually always fatal. You get inhalation anthrax, you don’t get better. You die. 
Vaccines given by injection don’t get any safer than the anthrax vaccine. The side effects 
— a sore arm, an occasional slight fever — occur less frequently than they do with 
common childhood vaccines like DTP (diphtheria-tetanus-pertussis) and MMR (measles- 
mumps-rubella). 

As a requirement for licensure, the safety of our anthrax vaccine was studied between 
1965 and 1970 under an approved IND, sponsored by the CDC. During that five-year 
period, some 16,500 doses of anthrax vaccine were administered. This included the 
initiation of vaccination of at least 4,000 individuals and the administration of 
approximately 6,500 booster doses. Reactions and rates of reactions identified in those 
studies served as the basis for the discussion of reactions now found in the prescribing 
information for anthrax vaccine. 

These reactions to our anthrax vaccine — which, by the way, are common reactions to 
ANY injected vaccine — are as follows: 

• Mild reactions — consisting of a small red area (half an inch to less than an inch) plus 
slight local tenderness — occur in approximately 30 percent of recipients. This 
reaction usually occurs within 24 hours and begins to subside by 48 hours. 
Occasionally, the redness increases to up to about two inches in diameter. Local 
reactions tend to increase in severity by the 5“' injection and then may decrease in 
severity with subsequent doses. 

• Moderate local reactions, which occur in four percent of recipients of a second 
injection — are defined by an inflammatory reaction greater than five cm 
(approximately two inches) in diameter. This area may itch. Subcutaneous nodules 
(little lumps) — the result of inflammation — may occur at the injection site. 

• More severe local reactions are even less frequent than moderate reactions and consist 
of extensive swelling of the forearm in addition to the local inflammatory reaction. 
ALL local reactions have been reversible. 

• Systemic reactions have occurred in less than 0.2 percent of recipients and include 
malaise and lassitude. Chills and fever have been reported in only a few cases. (You 
should know that both recombinant hepatitis B vaccines currently on the market 
report systemic reactions at least five times as often as is reported for the anthrax 
vaccine.) 
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Between licensure in 1970 and May 1994, adverse events reported to the Michigan Labs 
from the 65,000 doses distributed were few in number. The adverse events reported were 
similar in nature to those found during clinical trials of the vaccine and none were 
associated with chronic or permanent local or systemic effects. Through May 1994, no 
reports of adverse events were received by the Michigan Labs during or after the Persian 
Gulf conflict. No reports of adverse events were received by Michigan in any of the four 
yearly reporting periods beginning in April 1994 and ending in April 1998. Since that 
time BioPort has received directly two reports of adverse events and is now processing a 
report from a Michigan National Guardsman, concerning reactions in 12 individuals. 

Additionally, BioPort is aware of 101 adverse events reported through the Vaccine 
Adverse Event Reporting System (VAERS). The VAERS reports run from November 
1990 through now. Of the 101, only 9 were classified as serious. Serious adverse events 
for any vaccine are defined as those that are life-threatening, result in a chronic illness or 
condition, or require hospitalization. It is my understanding that the FDA has assessed 
that none of these 9 events were caused by the anthrax vaccine and do not represent any 
trend in adverse health effects associated with the vaccine. From the 49 adverse events 
reported to VAERS by the DoD, the most serious was in a young man who developed 
Guillian-Barre Syndrome, temporally associated with his third dose of anthrax vaccine. 
We are informed that this individual fully recovered. I am also told that all others have 
been resolved and all individuals have returned to duty. 1 am sure the GAO, FDA and the 
DoD have more to say about the safety profile of the anthrax vaccine in their testimonies. 

1 personally have had many doses of the vaccine over the years and have had nothing 
worse than the sore arm experienced by many others. If the anthrax vaccine were 
available for my wife, children and my grandson, 1 would have absolutely no reservation 
in administering it to them, including to my oldest daughter who is of childbearing age. 

FDA COMPLIANCE AND RELATED MATTERS 

Our records show that our labs have been inspected by the FDA and its predecessor, the 
Division of Biological Standards of NIH, at least 48 times since 1969. Each inspection 
focused on one or more of three manufacturing activities: bacterial vaccines and toxoids, 
viral vaccines, or plasma derivatives. Examined during each of these inspections were 
elements common to the manufacturing of all products at our site, including the 
manufacture of anthrax vaccine. Such common elements included: policies and 
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procedures, recordkeeping, analytical laboratories, quality control practices, raw materials 
handling, filling and packaging, and storage, warehousing and distribution. 

The purpose of these inspections is to determine if we are operating according to our 
license and according to current Good Manufacturing Practices (GMP). Recent 
inspections and accompanying detailed establishment inspection reports are largely a 
matter of public record. 

It's no secret that we and others in the biologies industry have had some pretty negative 
findings from the FDA inspections in recent years. Just before that string of inspections, 
in January 1993, the anthrax vaccine manufacturing facility was inspected and a 
renovation to the facility was subsequently approved in July of 1993. Contrary to some 
reports, that's not so very long ago. Most recently; 

• In 1 994, we received a rigorous inspection of our plasma derivatives operation, 
that included several serious deviations from GMP. 

• In 1995, we received a warning letter following another inspection of plasma 
operations and rabies vaccine manufacturing. 

• A 1996 inspection showed that we had not yet fully implemented the corrections 
we had promised. 

• This inspection was followed, in March 1997, by a “Notice of Intent to Revoke” 
(NOIR) letter-threatening to initiate proceedings to revoke our license. 

Immediately after receiving the NOIR letter, we met with our clients, including the DoD, 
to rapidly develop and execute a comprehensive plan to resolve FDA concerns about our 
operation. We formally responded to FDA with our Strategic Plan for Compliance, 
which we are exeeuting with oversight from the FDA. 

Two inspections in 1998, one in February and another in October, concentrated heavily 
on the anthrax vaccine, the lots in the stockpile and related GMP issues. We expect 
another inspection this summer, as part of FDA's review of our anthrax vaccine 
fermentation and purification facility renovation. This renovation, for which planning 
was initiated in 1 996 with construction beginning in early 1 998, is now completed and 
new lots are in production. The release of these new lots will be dependent upon the 
FDA's approval of the renovated facility. 
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After the February 1998 FDA inspection, we immediately participated in a conference 
call, initiated by the FDA, to discuss several of the lots mentioned in the inspection 
report. As a result of that telephone call, we volimtarily quarantined, as a precautionary 
measure, 10 lots previously released by the FDA, pending resolution of those issues 
through our internal investigations and performance of any necessary additional analyses. 
Six lots were quarantined over concerns about the potency test (FAV018, FAV021, 
FAV022, FAV023, FAV025, FAV028), three for sterility assurance issues (FAV029, 
FAV032, FAV035) and one because of a high rejection rate for the presence of particles 
(FAV016), now known to be inert gasket material. An eleventh lot (FAV026) discussed 
with the FDA had already been quarantined and rejected hy MBPl Quality Assurance for 
sterility assurance issues. These 10 lots will remain in quarantine until any outstanding 
issues are resolved to the satisfaction of BioPort and the FDA. If satisfactory resolution 
is not obtained, the lots will be rejected. 

It should be pointed out that when lots are released by the FDA, the DoD has traditionally 
paid for them, but has not taken possession of the doses in the lot. Rather, the DoD has 
requested that we store these lots, on-site, creating, over time, a vaccine "stockpile," This 
is very different than a normal commercial manufacturing situation in which lots are 
made in accordance with a market forecast and in consideration of the expiration dating 
period. In that scenario, those lots would be actually administered to recipients on a 
regular basis. Now, with the AVIP program, manufacturing will be more closely tied to 
annual forecasts. However, there is a great deal of discussion regarding stockpiling 
vaccines such as anthrax and smallpox for both civilian and military use. I do not sense 
that a consensus has been reached across and within federal agencies on how stockpiling 
can be acceptably achieved in an acceptable and timely fashion. 

All 32 lots of the existing vaccine in this stockpile, owned by the DoD but stored by us, 
were essentially quarantined by DoD as part of Secretary Cohen's announcement of 
implementation of the program to vaccinate all service personnel. In his December 15, 
'1997 announcement, the Secretary specified, among other things that each of the lots 
must be additionally tested (the so-called supplemental testing) by the manufacturer with 
audit oversight by an independent DoD contractor who would report back to the DoD on 
the acceptability of each lot. At that time, MBPI agreed to cooperate with the DoD in this 
effort and began testing the lots. To date, eight lots have been tested and released through 
this program for distribution in support of the AVIP. Due to the suspension of potency 
testing in the fall of 1 998 because of a greatly increased number of non-valid tests 


Page 7 of 8 



84 


Testimony of Robert C, Myers 
April 29, 1999 

additional lots were not released. An amendment to our product license to address these 
non-valid tests and other aspects of the potency test was originally filed several years ago. 
Since February of 1998, BioPort has worked closely with FDA to achieve approval of 
this amendment. Additionally, investigations by BioPort and JPO contractors revealed 
possible causes for the testing difficulties. These difficulties were evaluated and steps 
have been taken to address them. The test is now functioning as it was originally 
intended. With this consistent test performance and approval of the potency test 
amendment, we expect additional lots to be released from the stockpile. 

CONCLUSION 

No one is more committed to making a safe and effective vaccine than we are. I am 
greatly concerned about the unsubstantiated comments made by those who, for whatever 
reason, are opposed to this important protection against one of the most serious and 
deadly biological threats in the world today. The fact that the senior defense leaders of 
our country have been inoculated with our anthrax vaccine is an indication of their 
confidence in its safety, and their belief in its effectiveness and necessity. The anthrax 
vaccine is an essential component of force protection in our military and we at BioPort 
are committed to providing the men and women who serve our country with the highest 
quality vaccine. 
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Mr. Shays. Thank you. Dr. Myers, let me just say, since your 
company produces the vaccine, that if we ask questions of others 
and you think something is not stated correctly that even if we did 
not ask you, I want to make sure that you let us know you want 
to respond and jump in. 

Dr. Myers. Thank you very much. I will. 

Mr. Shays. Let me start with you. Dr. Zoon. 

Would FDA approve a new anthrax vaccine today based on data 
from a different vaccine? 

Dr. ZooN. FDA would look at the data supplied by the manufac- 
turer and, depending on the data submitted, that possibility exists. 

Dr. Myers. If I could just add to that as a manufacturer? There 
are many vaccines that are licensed without direct efficacy studies 
in humans. The rabies vaccine, formerly manufactured by the 
Michigan Department of Public Health, was licensed in 1998 — 
1988 — Phased on post-exposure-simulation studies not exposure in 
actual field conditions with known rabid animals. 

Mr. Shays. OK. I am happy to have you jump in. I just want to 
pursue the question, and then you are welcome to jump in. 

Dr. Myers. I am sorry. 

Mr. Shays. Dr. Zoon, is it your testimony that the FDA will ap- 
prove a new vaccine based on data from a different vaccine? Do 
they do that? 

Dr. Zoon. As I said, Mr. Chairman, we would look at the entire 
data base 

Mr. Shays. No. That is not what I asked. I want you to answer 
the question. I asked, can you give me examples of other times that 
you have done that in the past. 

Dr. Zoon. We have approved materials in which study was done 
with another product, which was developed by a different company, 
and then there were changes during the initial production — major 
manufacturing changes during the course of the study. 

Mr. Shays. What was that product? 

Dr. Zoon. The product was Avenex. 

Mr. Shays. And so all the studies were on the old vaccine. And 
then they were allowed to change it and you approved it based on 
the studies of the older vaccine? 

Dr. Zoon. The pivotal study was done with the original material. 
Yes. 

Mr. Shays. OK. There were studies done afterwards, before 
you 

Dr. Zoon. There were, there were 

Mr. Shays. Let me just say something. I don’t want you to an- 
swer quickly, I want you to speak more slowly because this is your 
field, not mine. And I don’t want to get lost. 

Dr. Zoon. Right. OK. 

Mr. Shays. What I am asking is, did you, before you licensed 
that product, even though you did the pivotal studies, you said, on 
an older vaccine, did you continue to do studies on the new vaccine 
before you approved it? 

Dr. Zoon. The material was continued in other clinical studies. 

Mr. Shays. Before you approved it? 

Dr. Zoon. That is correct. 

Mr. Shays. OK. 
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Dr. ZooN. However, those studies weren’t the pivotal efficacy 
studies. 

Mr. Shays. But the bottom line is you still did studies before you 
approved it. 

Dr. ZooN. We did studies — the material was put in humans. Yes. 

Mr. Shays. OK. And has FDA licensed any other vaccine without 
human efficacy data, and I think Dr. Myers responded. But I want 
you to respond. 

Dr. ZooN. Has FDA — excuse me. 

Mr. Shays. Has FDA licensed any other vaccine without human 
efficacy data? 

Dr. ZooN. Efficacy data? I am not prepared to answer that ques- 
tion. I don’t have all the information with me today. I would have 
to go back and look at my records to get back to you on that. 

Mr. Shays. But none comes to mind. I realize that there may be 
many. But none comes to mind right now? 

Dr. ZoON. To be honest with you, Mr. Chairman, I focused my 
concentration on anthrax vaccine for this hearing, and I would be 
happy to go back and check the records for that. 

Mr. Shays. OK. Did you want to make a comment. Dr. Myers? 

[Myers indicates he doesn’t.] 

Mr. Shays. OK. Why did FDA conclude that you needed six shots 
for anthrax? Dr. Zoon, why did the FDA conclude you needed six 
shots, not seven, not five, not four. What was the basis, what study 
was done that showed the six was what you needed to do? 

Dr. Zoon. Mr. Chairman, I will answer your question. I wanted 
to make one clarification for the record, is that the product that I 
described, Avenex, is a therapeutic, not a vaccine — just to make 
sure that that is clear. 

Mr. Shays. OK. Then let’s back up. Tell me a vaccine. 

Dr. Zoon. I don’t have any other examples here right now. 

Mr. Shays. OK. Is there anyone else in FDA here who could tell 
me of any vaccine that has been approved by, where a study has 
been done on one and then approved on another? I would be happy 
to swear you in. I am not saying it doesn’t exist. We just want it 
on the record. 

Ms. Goldenthal. I am Karen Goldenthal. 

Mr. Shays. Why don’t you sit down. And I thank you. And feel 
free to catch your breath a second. Move that water out of the way, 
and we are in no rush. 

Ms. Goldenthal. I am Karen Goldenthal with FDA. 

Mr. Shays. And let me request that you leave your name with 
the recorder. 

Ms. Goldenthal. Certainly. 

Mr. Shays. Thank you. Nice to have you here. Thank you. 

Ms. Goldenthal. Thank you, Mr. Chairman. The Merck hepa- 
titis A vaccine underwent a very major manufacturing change be- 
tween the time of the pivotal efficacy trial and the time of ap- 
proval. And this involved a scale-up and actually change in the pro- 
cedure of how the hepatitis A virus was grown. So that is an exam- 
ple that comes to mind. And it actually took the sponsor several 
years to work out all of the issues with the new manufacturing 
change. 
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And then they did a comparison with the material from the effi- 
cacy trial. 

Mr. Shays. Did they do new studies with the new vaccine? 

Ms. Goldenthal. You know, I would have to go back at the file 
and detail to give you that information, but I believe that they did 
one study where they looked at the immunogenecity of the new ma- 
terial. 

Mr. Shays. I don’t know what that last sentence 

Ms. Goldenthal. The antibody response. 

Mr. Shays. OK. Thank you. 

Mr. Shays. Let me just ask two more questions here. 

Does the FDA require immune correlate protection in an animal 
model as the basis for extrapolation of efficacy findings to humans? 

Dr. ZOON. Excuse me, Mr. Chairman, can you 

Mr. Shays. We are trying to find — I want to know if you have 
to find a correlate between what you do in an animal versus its im- 
pact on a human being. 

Dr. ZooN. There are not good animal models for all studies. How- 
ever, there are a number for many systems, and with vaccines, 
often animals are used to look at protection and looking for evi- 
dence of correlation with protection as well as human data. And 
when we can do studies in humans, we also look for correlates of 
protection. 

Mr. Shays. Do you look for them, or do you actually demand that 
they exist before you license? 

Dr. ZooN. In vaccine trials, you had asked earlier about why six 
doses. In the field of vaccinology, much of it is determined empiri- 
cally; that means you pick a regimen, you study the regimen. 

[Microphone wires knocked out.] 

Mr. Shays. Let me just finish my question then. I am sorry. 

Dr. Myers, and then I am going to come back for a second round. 
But if the vaccine is demonstrably safe, why would the company re- 
quest and receive an indemnification from DOD against the risk of 
liability due to the possible adverse reactions and failure of the 
vaccine to convey immunity? 

Dr. Myers. The answer to that is the same reason that there is 
a National Vaccine Injury Compensation Program now. It is to con- 
trol tort. In 1985, the 

Mr. Shays. Speak slowly. You are going to get your chance to say 
everything. I just want to 

Dr. Myers. I want that 20-minute break. [Laughter.] 

Mr. Shays. Yes, sir. 

Dr. Myers. I am sorry. In 1985, the price of a dose of DTP vac- 
cine went from 15 cents to $11 and above because of the tort activ- 
ity, the litigation that was uncontrolled and unpredictable. I am 
happy to say now that the cost of a dose of DTP is much, much 
less as the Federal Government has very wisely funded a program 
to adjudicate, deliberate, and pay reasonable award to people in- 
jured. 

There is no such program for anthrax vaccine. 

Mr. Shays. OK. But, let me understand. Is it comparable? Why 
wouldn’t you be given the same protection as others? This seems 
like it is greater protection. I may be wrong. 
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Dr. Myers. I would welcome and encourage all vaccines to be in- 
cluded in the National Vaccine Injury Compensation Program, but 
today they are not. And the anthrax vaccine is not included in that 
program, federally mandated program. 

Mr. Shays. You make other products, like tetanus and others for 
DOD? 

Dr. Myers. That is correct. Not for DOD. 

Mr. Shays. OK. But do you have — explain to me — do you have 
that same exemption? 

Dr. Myers. Not from the DOD. We are in the Department of 
Treasury-administered National Vaccine Injury Compensation Pro- 
gram, and we pay a surcharge; that is, an excise tax, on each dose 
that is distributed. That funds the program in the case of the rare 
but possible event that there is injury. 

Mr. Shays. OK. Working backward, and then obviously, the sell- 
er pays the cost. In other words, am I to infer, trying to answer 
the question for you, that is your testimony in essence if you are 
under that program, you would just charge the DOD that much 
more? 

Dr. Myers. I don’t have my legal counsel here today, and I think 
it is a matter for legal counsel to determine whether the choice 
would be to go with National Vaccine Injury Compensation Pro- 
gram or to continue to pursue indemnification. 

Mr. Shays. Well, during this break, I will give you a little bit of 
a homework assignment. If you would just find out why this seems 
a bit broader, and I would just love to know why. And maybe there 
is an explanation. And if you would call your counsel and find out 
the answer to that. 

Dr. Myers. Let me just say — could I complete the answer. At the 
highest level, this vaccine is getting serious criticism. These hear- 
ings have added to that criticism. I think much of that criticism is 
unfounded. 

Mr. Shays. It may be. 

Dr. Myers. And I think people would be — anybody who is trying 
to protect their business would be scared to death of not having in- 
demnification with such loud and unfounded criticism occurring. 

Mr. Shays. Well, let me just respond to that because there are 
two sides to every story. This is a mandatory vaccine. This is not 
voluntary. This is 2.4 million people, not a few hundred, and this 
committee and others have every requirement to examine the facts. 
And I asked a very simple question, and I don’t think it is a hard 
question to answer. And in fact, I think you may have answered 
it. All I want to know, is this unique for this particular vaccine 
that gives you an added advantage that didn’t exist for others and, 
if so, why? And if it isn’t, then the question is a simple answer and 
on to the next question. 

General Cain, maybe you could respond to why you decided to do 
this. 

General Cain. What was the question? 

Mr. Shays. Yes. The question is: The DOD decided to basically 
give BioPort blanket indemnification, hence risk of liability due to 
the possibility of adverse reaction or failure of the vaccine to con- 
vey immunity. And I need to know why DOD decided to do that? 
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And if you want to think about that and give us an answer when 
we come back. The question is, have you done it for others as well? 

And we will have a 20-minute break. Thank you. 

[Recess.] 

Mr. Shays. I would like to call this hearing to order. I could ask 
some more questions, but I am just going to kind of make a com- 
ment that hopefully puts this hearing in some context. 

I chaired the Subcommittee on Human Resources before I 
chaired this subcommittee, both in Government Reform. And we 
oversaw FDA. We have done a lot of work, the former committee, 
on Gulf war illnesses. I candidly have suspicions that raise my con- 
cerns, but I will first state, I don’t know if in the end the military, 
the DOD, is correct in, one, having this policy. I will say to you 
that there are soldiers that have do not want to take this vaccine. 
General Cain. 

So I don’t know whether they are correct or not. And when I ask 
these questions, I think we could be in a conflict and our soldiers 
could be exposed to anthrax and do I want to be the person that 
somehow moved our Government to not do this? 

So there are questions on both sides. In my mind, the jury is out. 
Where the jury is not out for me is, that given some of our concerns 
that this is a mandatory program and not a voluntary one. It would 
seem to me that until some questions are answered, this should be 
a voluntary program. 

So I will obviously acknowledge to myself and for the record that 
I believe this should be a voluntary program until some questions 
are answered and that then the military should be required to con- 
vince their men and women that it is in their best interest, and 
then let the men and women of our forces come to some conclusion. 

I will also say that one of my problems is that I did not like how 
the FDA handled pyridostigmine bromide [PB] — I didn’t say it cor- 
rectly, but I can say PB — and that for the use in the military it was 
a nerve agent, and it was used and licensed for that. And we used 
it as a prophylactic, which was not the way it was designed for, 
and I am critical of FDA for, one, being so lax in what they allow 
the military to do. 

The military was supposed to keep records, and it didn’t. 

So, yes I have those suspicions that I bring to the table. So, I 
have questions. Dr. Myers, I have questions that we have only one 
plant, you are the sole source. I have questions that there may be 
easy answers to, and then you can feel relaxed and we go on to the 
next thing. 

You know, one is the indemnity, another is, why are we funding 
the plant. There can be reasons for that. We are not even going to 
get into that. One thing I can say is that this is not the last hear- 
ing. So I don’t have to have all my answers now. 

But I can say to the FDA, I need to know, because it is unfair 
for you. Dr. Zoon, for me to expect that you would be able to know 
other cases where you have handled it the same way. But I have 
a suspicion that when it comes to the Government, we allow the 
Government to have one standard and the private sector to have 
another. 

And in my past, I found that to be true. So I want to make sure 
it is the same standard. And so, would you just explain to me. Dr. 
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Zoon, when you say if a person is at high risk, the vaccine is safe 
and effective. Why did you use the word high risk? 

Dr. ZooN. Because that is what the package insert labeling rec- 
ommends it for. 

Mr. Shays. So, is it not safe and effective for those people who 
aren’t at high risk? So I guess effectiveness is moot, but is it safe? 

Dr. Zoon. The vaccine labeling lays out the population for which 
this vaccine has been recommended. And, in fact, in the labeling, 
sir, it does say who those populations are. I can review that for you 
if you would like. 

Mr. Shays. No. I just need to know the concept of high risk. 

Dr. Zoon. Well, high risk was intended as the data showed from 
the study 

Mr. Shays. Why don’t you, one, put the document in the record, 
and then 

Dr. Zoon. The package insert? I would be delighted to. 

[The information referred to follows:] 
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Mr. Shays. OK. And then, now, I’m sorry 

Dr. ZooN. And so in that case, the package insert defines some 
of the high risk population and makes reference to others, but it 
discusses the issues surrounding the general population, where it 
is not recommended. 

Mr. Shays. OK. What is left on the table from the GAO’s state- 
ment is that basically there has been only one study of human 
beings. And, one, I need to know if that is in fact true. I think. Dr. 
Myers, you mentioned a study of 400, which I am not really famil- 
iar with, but I don’t think that was a study related to licensing. 

Dr. Myers. That is correct, sir. 

Mr. Shays. OK. But what is — all three of you. General Cain as 
well — what is your reaction to the fact that basically there is one 
study but that study involved a wool mill that we don’t know, as 
he said, the environment, we don’t know the exposure level of an- 
thrax, the disease, in that environment. 

One, do you concur with that? 

Dr. Zoon first. 

Dr. Zoon. I am sorry, can you repeat the question, sir? 

Mr. Shays. Yes. I am going to start with you, and I am just going 
to let Dr. Myers respond. 

I want you to respond to the GAO’s report. I mean, frankly, if 
we leave it on the table as it is, it is a pretty strong indictment 
against the — and I don’t think it was intended to be as strong as 
it was — ^but in the end, with their response to the questions, they 
are basically saying they had a study that took place in the 1950’s, 
reported in the early 1960’s, and, the Brachman study, that basi- 
cally had some who were, had the vaccine and some who didn’t, 
and made certain conclusions. 

But they made conclusions without knowing the environment 
and without knowing the exposure to disease. It could, in fact, have 
been very little exposure. So I just need to let you respond to that. 

Dr. Zoon. OK. I would like to just review some of the data that 
we have. I can’t respond to the GAO report because we haven’t 
seen the report. We have just heard this morning, their testimony. 
We had a meeting prior where some issues were 

Mr. Shays. But I want you to respond to their testimony. Let’s 
just respond to their testimony. You have heard them. 

Dr. Zoon. OK. I would say there are the Brachman studies and 
then there are the CDC studies, which are the major studies that 
we are looking at. In the Brachman study, it wasn’t 

Mr. Shays. Was that the only one relating to humans? 

Dr. Zoon. No. The CDC study and the Brachman study both in- 
volved humans. 

Mr. Shays. OK. And the CDC study was when? 

Dr. Zoon. The CDC study began in 1966 and lasted until 19 — 
actually was followed out through probably close to 1974 with some 
of the followup. 

Mr. Shays. OK. Why don’t you talk about the Brachman study 
first? 

Dr. Zoon. The Brachman study was a controlled field study. It 
was single-blinded, means that the individuals who received the 
vaccine and or placebo, did not know which ones they were getting. 
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And then there was also an ohservational group that had no treat- 
ment. 

As was stated, there are four mills in the Northeast in which 
these studies were done. The incident rate of anthrax back then 
was about 1.2 cases per 100 employees. So the trial was conducted 
in that environment. 

In looking at the cases of the data from the Brachman study, a 
number of things were revealed. And as a result of the study — 
when they looked at the — there were 26 cases of anthrax reported. 
And, of those, 21 were cutaneous cases; 15 of those cases were in 
the placebo; one, as stated by the GAO, was in the vaccinated 
group, and two were in the partially vaccinated group, and three 
were in the observational group. 

Mr. Shays. What is the observational group? 

Dr. ZooN. The observational group is the group that received no 
treatment. 

Mr. Shays. OK. But those with placebo received no treatment 
but thought they were. 

Dr. ZoON. Right. That is correct. 

Mr. Shays. OK. 

Dr. ZooN. So those studies were done in the controlled studies. 
They monitored adverse events as well as the efficacy to look at the 
safety and efficacy of the vaccine. 

In the CDC study, this 

Mr. Shays. Before you go into that, you didn’t answer the ques- 
tion. 

Dr. ZoON. Well, I am going through the data. I think that is im- 
portant. 

Mr. Shays. No. I don’t want you to go through the data. I want 
you now to react to the fact that is it true and is that important 
that the, we don’t know the environment, we don’t know the level 
of disease that they were exposed to. Obviously you can’t 
control 

Dr. ZoON. I think there is a little bit of a difference of opinion 
on that. Our review of the information in this area, suggests that 
there was environmental monitoring of some — of a certain degree 
going on. In fact. Dr. Brachman had published a report on the mill 
and, regarding an inhalation anthrax outbreak, and we would be 
happy to submit that paper to the record. 

[Note. — The information referred to is held in the subcommittee 
files.] 

Dr. ZooN. And in those cases they believe they were looking at 
what were in the environment in those cases. 

Mr. Shays. Well, do they know the level of exposure? They don’t. 
I mean, I think I can say that and I am not even a doctor. 

Dr. ZoON. Right. I am just telling you what the information is 
that is available in the literature, and I think while one can never 
guarantee what the exposure rate is, there was some information 
and data regarding what was in the environment, and, in fact, 
those were published. 

Mr. Shays. Then how do you react to Mr. Chan, I think it was 
him saying that he spoke with Mr. Brachman — Dr. Brachman — 
and that the doctor acknowledged that they didn’t know the envi- 
ronment? 
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Dr. ZooN. Yes. I am just saying what information we have avail- 
able, Mr. Chairman. 

Mr. Shays. OK. Well you have information that that is what he 
said. 

Dr. ZooN. No. I said that is what was reported in the literature. 

Mr. Shays. If you found that the environment — that can’t assess 
the environment, does that make you look at the study differently? 

Dr. ZoON. I think it would depend on the context of the whole — 
one of the things when these studies were done, we do know what 
the case rate was for that environment at that time as a gestalt, 
which was about 1.2 cases per hundred employees. We also know 
that 

Mr. Shays. Dr. Zoon, you don’t know at what level they were ex- 
posed. You don’t know that. 

Dr. Zoon. I personally don’t know that. Yes. 

Mr. Shays. No. But aren’t you being a little disingenuous, with 
all due respect. How would they have determined exposure in 
1950? 

Dr. Zoon. You have a case rate 

Mr. Shays. Is there someone else who can answer the question? 
I just want it on the record. 

It seems to me, what you would have said is, no, we don’t know. 
And it would seem to me that if you don’t know what the environ- 
ment is, then the study isn’t as valid. That would seem to me the 
straightforward answer to the question. 

And I don’t know, are we playing a game here? 

General Cain. Could I comment? 

Mr. Shays. Sure. 

General Cain. I think one of the points I have incorrect, and 
somebody can correct me. It is impossible to do human efficacy 
testing right now because you have to expose a human to the an- 
thrax virus. 

Mr. Shays. I am not arguing that we should do that. I am just 
taking some question as to why we could claim the study should 
satisfy, because that is what DOD did, that the study should sat- 
isfy us because we did it with humans and then when we look at 
the study in, hopefully, a relatively intelligent way, we raise ques- 
tions. 

And then there should be answers to them. 

Dr. Myers. Mr. Chairman? 

Mr. Shays. Yes. 

Dr. Myers. Could I comment from a manufacturer’s perspective? 

Mr. Shays. Sure. 

Dr. Myers. Let me give whooping cough as an example. Many 
times, you don’t know 

Mr. Shays. Before you give another example, I am just interested 
in this. And then believe me, you can give — ^you can say that is 
true but it is true in a lot of other cases. I just want to 
establish 

Dr. Myers. That’s true, but it is true in a lot of other cases. 

Mr. Shays. No, but is it true? Is it true that we didn’t know the 
environment? I just want to establish that point and then we will 
get on to the next. 

Dr. Zoon. Yes. 
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Dr. Myers. We knew that goat hair was contaminated with an- 
thrax spores. 

Mr. Shays. At what level? 

Dr. Myers. I am not sure we knew that level. 

Mr. Shays. OK. That is fair. And it may 

Dr. ZOON. Right. But 

General Cain. For me, as a deployed soldier, if I am deployed to 
an area, and I do know that we have no detection capability to de- 
tect or warn at this time, which will tell you to put your mask on. 
There is nothing out there to tell you. And if I know that in that 
area there are anthrax spores, the only recourse I have is to have 
an anthrax vaccine shot. 

Mr. Shays. Well, I know, that would be the way you see it, but 
with all due respect, we need to know that this shot will protect 
at a level that you would be exposed at. We would need to know 
that. 

And it may have been that in this case that the levels were low 
and, therefore, this vaccine is effective for low levels, but maybe 
not at the levels, sir, that you would encounter in warfare. 

Dr. Zoon, Dr. Myers I am going to let you 

Dr. Zoon. I just wanted to reaffirm that we did have the histor- 
ical data on the number of cases of anthrax that the employees got 
at the mills, and that was the historical data base that in which 
we were comparing the frequency of anthrax. So, while we don’t 
have the exact levels that were in each bale, and the technology 
probably didn’t even exist for that then, we did have the number 
of cases 

Mr. Shays. Let me just interrupt you. That is fine. I am not say- 
ing that they didn’t do their job. I am just saying then let’s put it 
on the record. That’s all. 

Dr. Zoon. Yes, but we do have the information, sir, that 

Mr. Shays. You have historic data: how many and how much. 

Dr. Zoon. Yes. We have historic data that there are 1.2 cases of 
anthrax per 100 employees. 

Mr. Halloran. Cutaneous? 

Dr. Zoon. I don’t have the breakdown, but most of them would 
be cutaneous. 

Mr. Shays. Dr. Myers, you have been very patient. Thank you. 
And I am happy that — when you talked about rabies, it got my in- 
terest. So there may be other things that you want to share. 

Dr. Myers. In doing clinical trials for efficacy, I, as a student of 
those, cannot speak to environmental contamination versus case 
rate in isolation as a single, as a single item. There are many ave- 
nues for the determination of the amount of exposure. A very com- 
monly accepted avenue is the case rate in a population. And that 
is what was done in this case. 

And I was only going to point out, sir, that with whooping cough, 
we don’t know how many organisms our babies breathe when we 
do tests for whooping cough vaccines. We simply understand the in- 
cidence of the disease in the population being studied. 

Mr. Shays. Right. The only difference I would say to you, is that 
we are ordering people to take a vaccine who may be at potential 
high risk if an enemy exposes them to this disease, but we don’t 
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know at what level they would expose us. And I don’t think we 
have any tests that would he able to answer that question. 

So I realize we are just 

Dr. Myers. I appreciate that point. I think it is a matter or pol- 
icy, and it is probably central to the issue: Should vaccination be 
mandatory? And I am not going to offer an opinion on that other 
than to say I believe the vaccine works. And if people are exposed 
to anthrax by an airborne route, and they are not vaccinated, 9 out 
of 10 of them will probably die. Some will die even if they are given 
antibiotic for long-term. On the other hand, if they are vaccinated, 
I am as confident as we will ever be at this time that most people 
will survive. 

Mr. Shays. Let me, before going to John Tierney, would you just 
elaborate on rabies. You had mentioned it and I interrupted you. 

Dr. Myers. Oh, I had mentioned rabies in that there seems to 
be some parallels, in fact. If you don’t take rabies vaccine after ex- 
posure, whether the animal was known rabid or not, and you find 
out later that the animal was rabid, you will be dead. The disease 
occurs at a very low rate. As I pointed out in the testimony, one 
or two deaths, perhaps four deaths, a year. So the contention by 
the GAO that the disease occurs at such a low rate, therefore you 
can’t tell if it is effective, I guess could be alleged for rabies vac- 
cine, and probably a couple other vaccines as well. 

So it seems that, as I listened to the GAO testimony, that the 
GAO was striving to set apart anthrax vaccine without placing it 
in context with all other licensed vaccines, with respect to manu- 
facturing, with respect to clinical trials, with respect to post-licen- 
sure surveillance, and with respect to the status of the vaccine 
today. 

And last, I would just like to point out that as we grapple with 
the mandatory immunization issue or policy issue, if you will, for 
anthrax vaccine, we should also consider the 9 or 10 other vaccines 
that are given to recruits during basic training and ask the ques- 
tion should those be mandatory as well. And really drill down to 
the reasons we think they should be mandatory. 

There will probably be that there is a reasonable belief that at 
some point in deployment, or before deployment even, these people 
will be at risk to diseases that these vaccines protect from. If they 
get sick, their troop efficiency will be lowered, their unit strength 
will be lowered. So we vaccinate for hepatitis B for all recruits. 
These sorts of things. 

And I just want to make sure that when we think about anthrax 
vaccine, we think about it in the context of all vaccines. 

Mr. Shays. Yes, the only caveat I would say to you is, sir, that — 
and this is what we will find out — is the vaccines that our soldiers 
have that aren’t anthrax, have had a history of wide use before 
they became mandatory? 

And this is not a subtle difference. And there is wide use now; 
whereas, before there wasn’t. 

Dr. Myers. Could I just make one final comment about that? 
Most vaccines are licensed on clinical safety trials that aren’t that 
different in magnitude than those done in the 1960’s. And it is only 
after license, and it begins to be used in widespread use that you 
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may or may not detect those kinds of events that occur at the level 
of 1 in 1 million or 1 in 3 million. 

Now, you are never going to get there with a vaccine if it is never 
in widespread use, and I’ll go back to rabies again. Maybe there are 
15,000 post-exposure treatments a year. So you might be looking 
at 15,000 people. But these people believe strongly in that. Just 
like anthrax, if you are exposed, you die if you don’t get vaccine, 
just like that. They believe that the benefit of taking five doses, not 
over a year, but five doses over a 28-day period, day 1, 3, 7, 14, 
and 21 or 28, far outweigh the risks of developing a lethal disease. 

Mr. Shays. That is helpful. Thank you. Mr. Tierney. 

Mr. Tierney. Thank you. I only have one. Dr. Myers, is it — am 
I accurate in thinking the Department of Defense is now financing 
the renovation of some of your facilities? 

Dr. Myers. The DOD may want to answer that directly, but the 
financing of the renovation is largely funded by contractual funds 
from the DOD. 

Mr. Tierney. And can you tell me why that is? Why they are 
funding a private corporate facility? 

Dr. Myers. Well, we are a private corporate facility, but we are 
not selling hardly any anthrax vaccine in the private sector. Our 
facility capability for making anthrax vaccine is almost entirely re- 
liant on DOD funds. We are a 6-month-old company. As we move 
into the private sector, we believe that there are possibilities not 
only for defense vaccines but our other products as well. And our 
goal is to become entirely non-reliant on DOD funding for the de- 
fense vaccine sector. 

In order to do that, we must be healthy. 

Mr. Tierney. So you are telling me that you think Department 
of Defense moneys are going into your facilities in order to help you 
get healthy. I mean, is that 

Dr. Myers. As long as these moneys are going in and there was 
what is called, you may be familiar with this term, GFE, Govern- 
ment furnished equipment, there are strict regulations and con- 
straints on the use of that equipment, such that we can’t take Gov- 
ernment equipment and make, chug out vaccine, if you will, and 
sell it to the private sector. That is just not legal in this country 
with GFE. 

Mr. Tierney. Doctor, you are the chief operating officer of the 
corporation. Are you also a member of the board of directors? 

Dr. Myers. Yes I am, sir. 

Mr. Tierney. And are you one of the principals of the corpora- 
tion? 

Dr. Myers. Will you define principal? 

Mr. Tierney. Are you one of the owners of the shares of stock 
in the corporation? 

Dr. Myers. I am a minority shareholder of a company called 
Michigan Biologic Products Inc. And Michigan Biologic Products 
Inc. is a minority shareholder of BioPort. 

Mr. Tierney. Thank you. 

General Cain. Could I comment on that, on DOD perspective? 

Mr. Shays. Go ahead. 

General Cain. Given that BioPort is the only source available for 
the anthrax vaccine, it was imperative that DOD maintain their vi- 
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ability. The SECDEF immunization program, FDA inspections, and 
privatization mandated that DOD put forth an aggressive effort to 
maintain industrial capability. In addition to the routine program 
management functions, DOD, on a short-term basis, is providing 
resources to assist the manufacturer in achieving full compliance 
with FDA regulatory requirements. 

A few examples include a transition team that assists in develop- 
ment of their strategic plan, a regulatory specialist to oversee the 
FDA compliance documentation, and a construction engineer that 
orchestrated renovation of the production line. 

As a result of DOD support, there has been marked improvement 
in the facility, and I am confident that in the near future BioPort 
will be able to function without our assistance. 

Mr. Tierney. Thank you. 

Mr. Shays. Let me ask one point. Dr. Myers, that you were mak- 
ing that I found very interesting. You were suggesting that people 
had adverse effects in another case where they didn’t even have — 
they were placebos or something? 

Dr. Myers. They were placebos. That is correct. 

Mr. Shays. It is for the record, and we would look at this. So I 
just want you to be as precise as possible about it. What are you 
referring to? 

Dr. Myers. The product insert is public knowledge and I would 
be happy to put it 

Mr. Shays. It’s not public knowledge to me, so just put it on the 
record again. 

Dr. Myers. Yes. In the study, approximately 400 individuals 
were given three doses of a vaccine. 

Mr. Shays. Right. 

Dr. Myers. And these individuals were actively solicited for the 
identification of reactions: Did you have a sore arm? Did you have 
redness? They do this with a diary or a nurse interview, either in 
person or by telephone. And you find that even for placebo prepara- 
tion, for the reason I pointed out, you are injecting something with 
a needle, you are breaking nerve fibers, you are expanding inter- 
connective — connective tissue within those nerve fibers with that 
dose. 

Mr. Shays. You know, when they give us a shot, they never de- 
scribe it that way. [Laughter.] 

Dr. Myers. I apologize for the detail. [Laughter.] 

Mr. Shays. But the bottom line to it is, that what? 

Dr. Myers. The bottom line to it is that even with placebo prep- 
arations, you have local reactions that are as much as 60 percent. 
And with general reactions, when asked did you have headache, 
did you have fatigue, did you have fever, you find that those reac- 
tion rates are very high as well, even for preparations that don’t 
contain active vaccine ingredients, the placebo. 

Mr. Shays. That would seem to — sorry to interrupt you. That 
would seem to speak to the issue of the monitoring, the active 
versus passive monitoring. So I would infer that you are suggesting 
that if someone was — when the Pittman study in 1997 was done 
and 29 percent said they had a mild reaction and others had more, 
14 percent had a more severe, you might — and yet with DOD, there 
really is very little response, you would suggest that is just the na- 
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ture of the shot. And if you asked someone right after a shot, they 
would respond that way. 

Dr. Myers. Yes. And I think there is a further point that I be- 
lieve in. And that is, just like I know I had a sore arm, because 
you get a sore arm when you have a vaccine shot into your arm 
with a needle, that most of the military personnel now understand 
that. Goodness, they were given vaccines, many vaccines, as basic 
recruits. They know what an arm feels like after a vaccine, not just 
anthrax vaccine, but any vaccine. 

So probably, it is because they understand the nature of inflam- 
mation for a vaccine that is injected that this passive surveillance 
is so low, not because it is being hidden or they care, or there is 
a serious problem, it is just that they understand. They are used 
to getting more shots in the army in basic training than most 
adults are over several decades. It is no big deal. 

Mr. Shays. OK. I knew that needed to be put on the record since 
we have the other issue, and I am happy to have it put on the 
record. Let me just ask you. General Cain, and then I think we will 
go to the next panel. And then I will certainly ask any of you to 
make comments. 

Mr. Taylor, I would also say that sometimes someone who sits 
and just listens to questions ends up with the best answers in the 
end. [Laughter.] 

And so I am going to invite you to make any comment you want 
at the end as well. 

This is to you General Cain, how many lots of anthrax vaccine 
are awaiting the completion of the supplemental testing? 

General Cain. What was that again? 

Mr. Shays. How many lots of anthrax vaccine are awaiting the 
completion of the supplemental testing? If that is an answer 

General Cain. Eight from 31. So 

Mr. Shays. Eight are finished? 

General Cain. Eight are finished. 

Mr. Shays. Right. And is that a question that you can answer 
for us. Dr. Myers? 

Dr. Myers. I can answer it. 

Mr. Shays. OK. You have that. OK. And I also want to know 
what went wrong with the potency tests. Is that something you 
want to answer. Dr. Myers? 

Dr. Myers. I can. 

Mr. Shays. And then, general, when you are ready, you can an- 
swer the first question. 

Are you prepared to answer that one? 

Dr. Myers. Which one? 

Mr. Shays. The question is what went wrong with the potency 
tests. Can you answer that? 

Dr. Myers. Yes. 

Mr. Shays. OK. Answer it please. 

Dr. Myers. There was an increased level of testing. 

Mr. Shays. Speak slowly though. 

Dr. Myers. That was required as a result — [laughter as Dr. 
Myers slows his speech.] 

I am having a problem. I guess I am just emphatic. I will try to 
slow down. 
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Mr. Shays. No. But this is to your advantage, isn’t it? To put it 
on the record? 

Dr. Myers. Yes. 

Mr. Shays. OK. 

Dr. Myers. During the increased level of testing in the spring of 
1998, we found inconsistent results in control vaccine values across 
several tests with several different dilutions of vaccine. It is a test 
you know something is not behaving properly when your control 
vaccine is not behaving properly. 

We suspended potency testing, first in the spring of 1998 for a 
short period of time, and then in the fall of 1998 for a longer period 
of time while we stepped back to design and evaluate possible 
sources for the inconsistent results in the potency tests. Those 
studies have pretty well been completed now. The potency test is 
behaving again as it should be. And we have assignable causes for 
the erratic results previously experienced. 

Mr. Shays. Thank you. So the first question I wanted to ask, 
how many lots of anthrax vaccine are awaiting the completion of 
supplementary testing? The other question I wanted to ask is, are 
lots produced under conditions FDA found in violation being re- 
leased without supplemental testing? 

So who can answer that question? 

General Cain. There are 24 , 24 lots right now, that are awaiting 
supplemental testing. 

Mr. Shays. OK. 

General Cain. Most of those are, in fact, for potency. The other 
three, serial D purity, and has been completed in safety. There are 
three lots that have been quarantined voluntarily by BioPort them- 
selves, 3 of those 24 . 

Mr. Shays. So this last question? The question is, are lots pro- 
duced under conditions FDA found in violation being released with- 
out supplemental testing? 

General Cain. No. 

Mr. Shays. Your answer is no? 

General Cain. That is no. 

Mr. Shays. OK. Is that consistent with everybody else’s position? 
Who would be qualified to answer this besides you. General Cain? 
Dr. Zoon. 

Dr. Zoon. Well, once they have passed the lot release testing and 
are available and have met all the criteria, they are available for 
distribution. 

Mr. Shays. So, in other words, your initial concern, once it is 
dealt with, then they are released? 

Dr. Zoon. Yes. As long as there are no other, as was reported 
earlier, there were some lots in quarantine. And those are cur- 
rently in quarantine because of some observations that we had on 
inspection. Those observations that we had on inspection need to 
be investigated by BioPort. Depending on the outcome of those in- 
vestigations, those lots may or may not be distributed. 

Mr. Shays. And then they are reviewed by you before a decision 
is made? 

Dr. Zoon. Yes. 

Mr. Shays. OK. Any other final 
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Dr. Myers. If I might just add a small point to clarify. When the 
vaccine is released by the FDA, the DOD pays for the vaccine. So 
they own it at that point. And we store it onsite for them. The 
DOD has requested for their vaccine that they already own that 
supplemental testing be done for 32 lots that were in a stockpile 
at a point in time. And I just wanted to clarify that is not an activ- 
ity that is at all directed by the FDA. It is the DOD. 

Mr. Shays. OK. Got you. Any other comments before we get to 
the next panel? Mr. Taylor. Dr. Zoon, we will let you go. 

Dr. ZooN. Yes, Mr. Chairman, I just want to correct one fact 
that, for the record, that FDA did do inspections for anthrax prior 
to 1996. I think Dr. Myers alluded to one, but there were a number 
of inspections for the anthrax. 

Mr. Shays. On the site seen all parts of the production — I under- 
stand that it is part of the building, but it is certainly contained 
part of the building. Correct? 

Dr. Zoon. Right. We were in the production facility several 
times. Often, though, there was an active manufacturing going on 
when we were there, but we were actually in the facilities where 
the anthrax was manufactured, being manufactured. 

Mr. Shays. The statistics in the beginning. Dr. Myers, though, 
you were talking about the FDA being there, not necessarily just 
for anthrax. Right? We are focusing on anthrax. 

Dr. Myers. Well, what I pointed out in my oral testimony was 
that in January 1993, not so very long ago, the FDA inspected the 
second floor of the building that is the anthrax vaccine sublot man- 
ufacturing area where fermentation, bacterial culture, and purifi- 
cation is done. That is the isolated part of the facility. They were 
there, January 1993, because of facility renovation that had re- 
cently been completed, which was approved in July 1993. 

Mr. Shays. And then 

Dr. Myers. And I am surprised that the GAO didn’t have that 
report. 

Mr. Shays. OK, but from 1993 to 1996, did the FDA get into the 
site? 

Dr. Myers. Between 1993 and 1996, did the FDA go to the sec- 
ond floor of this building where the sublots are made? 

Mr. Shays. Yes. 

Dr. Myers. To my knowledge, they did not during that 3-year pe- 
riod. 

Mr. Shays. Right. You know, that shouldn’t be. Right? I 
mean 

Dr. Myers. We, as I said, have received 49 inspections since 19 — 
or at least 48 inspections since 1969. Up until very recently, it has 
been the agency’s position to do one inspection at least once every 
2 years for each of three areas: bacterial vaccines and toxoids, viral 
vaccines, and plasma derivatives. 

We have all three types of manufacturing operations; therefore, 
it could be expected that we would have one and a half or so in- 
spections per year. 

Dr. Zoon. If I could just clarify one point, and make one other 
point. We have had inspectors in there. We have inspectors who 
were immunized with anthrax vaccine to do the inspection. And 
they were in there in 1990, looking at it, during the time of Desert 
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Storm, and also in 1993 to look at both the records and looking at 
some of the areas in the site. 

So I just wanted to make sure that the record was corrected. 

Mr. Shays. Would you also make sure the record — when did the 
Army — excuse me, when did the DOD make a determination to 
have a mandatory policy on anthrax and engage the plant, whether 
it was mandatory or not? When did that take place? General Cain? 

General Cain. I believe in December 1997. 

Mr. Shays. And since then, how many times has the plant been 
inspected? 

Dr. ZOON. I didn’t hear his comment. 

Mr. Shays. Since 1997, December 1997. 

Dr. ZooN. Oh, I can give you those numbers. Do you have those, 
John? 

Mr. Taylor. Yes. The facility has been inspected twice, in Feb- 
ruary 1998 and in October 1998. 

Mr. Shays. And, it is not operating now. So 

Mr. Taylor. That is correct. It is not operating right now; how- 
ever, I believe as Dr. Myers alluded to, we will re-inspect the facil- 
ity, and once they are up and running, they are right now pro- 
ducing consistency lots with the hope that they will resume full 
production by the end of the year. And obviously, we will go in and 
make sure that they are producing the vaccine in compliance with 
our regulations. 

Mr. Shays. Thank you. Is there anything else that any of you 
would like to say? 

Mr. Taylor. Yes, Mr. Chairman, I want to clarify, or address one 
point that you made after the break. FDA is obviously cognizant 
and sensitive to the criticism that was leveled against us in regards 
to the Gulf war. And I can assure you that we are regulating 
BioPort and the anthrax vaccine the same way we would regulate 
any other manufacturer. So I just wanted to address that point. 

Mr. Shays. Thank you. 

General, I asked you to do — indemnification. I am trying to think 
of the question that I asked before I left. 

General Cain. Yes, I think, why we have a blanket indemnifica- 
tion of BioPort. Two reasons. One, if we had not, it would have 
added 50 more cents per dose for the vaccines. 

Mr. Shays. Right. 

General Cain. So, from an economic standpoint, it was smart to 
do it that way. But more importantly, 2 years ago, when we sub- 
mitted out interest from industry, not a single industry — manufac- 
turer — wanted to get involved unless there were an indemnification 
clause. 

Mr. Shays. OK. Fair enough. Was there another question that I 
asked someone else to check out before the break or was that the 
only question? 

OK. I think that was it. Thank you very much. And 

Did you have something you wanted to say. Dr. Zoon. I am sorry. 

Dr. Zoon. Yes. I just wanted to assure the chairman that, as 
FDA, we believe this vaccine is safe and effective for high-risk indi- 
viduals, but we are committed to being vigilant, in both the review 
of activities surrounding this vaccine, and vigilant on monitoring 
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the adverse event reports. And we will continue to do so to the best 
job we can. 

Mr. Shays. Thank you very much. Anything else? 

Dr. Myers. I just wanted to say that I applaud you and your 
committee for holding these hearings and for allowing me to be 
here today to speak as the manufacturer. I think it is very impor- 
tant that you listen to the next panel. I think it is very important 
that we recognize that there are people who suffered ill effects from 
the Gulf war. I just want to say that I hope that we concentrate 
on diagnosing their diseases and adequately funding their care, 
and that we make certain that we not dwell too long because it 
would be a disservice to them on the issue of anthrax vaccine be- 
cause I truly believe it is unfounded. 

Mr. Shays. OK. Thank you very much. And I will assure you 
that you will always have an opportunity if you hear of a hearing 
and you want to come back and put something on the record, you 
are more than welcome. [Laughter.] 

Thank you very much. 

Dr. Myers. Thank you, Mr. Chairman. 

Mr. Shays. This time, I am going to ask Dr. Meryl Nass, physi- 
cian, Freeport, ME; Ms. Randi J. Martin-Allaire, Eaton Rapids, MI; 
Ms. Roberta Groll, Battle Creek, MI; Mr. David Churchill, Albion, 
MI; and Mr. Michael Shepard, Savannah, GA, ask them all to come 
forward and ask them to remain standing so I can swear them in. 

It goes Nass, Martin-Allaire, Groll, Churchill, and Shepard. 

[Witnesses sworn.] 

Mr. Shays. Note for the record that everyone has responded in 
the affirmative, and one of the advantages of the last panel is — the 
disadvantage is you have to wait, the advantage is you get to hear 
other testimony. And I am happy to have you summarize your tes- 
timony and speak to the questions that were asked and the an- 
swers that were given. Or you can give your testimony, and we are 
really grateful that you are here. So thank you. 

Dr. Nass, we will start off with you. And we will get the clock. 
One final note, Jonathan is leaving and is going to work for me in 
Connecticut. He has done a tremendous job for me, but I think that 
you probably left yesterday mentally with all of these distractions 
today. [Laughter.] 

Dr. Nass. 

STATEMENTS OF MERYL NASS, PHYSICIAN, FREEPORT, ME; 

RANDI J. MARTIN-ALLAIRE, EATON RAPIDS, MI; ROBERTA 

GROLL, BATTLE CREEK, MI; DAVID CHURCHILL, BATTLE 

CREEK, MI; AND MICHAEL SHEPARD, SAVANNAH, GA 

Dr. Nass. Thank you. To start off, I wanted to clarify some of the 
statements made earlier about safety. We have several studies that 
were presented that looked at adverse effects. But those studies 
only lasted from 7 days to 30 days following vaccinations. So what 
we had were short-term effects only. And there is a significant 
amount of data on that. But it really tells us nothing about what 
we are interested in, which is, is there chronic illness due to an- 
thrax vaccine? 

Now, although none of the studies looked into that, one of them, 
the IND study, which was just done and submitted by Dr. Myers 
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to FDA, would have been an ideal study to look into long-term ef- 
fects because they collected blood from service members on at least 
an every 2-month basis for a period of 2 years, but only inquired 
about adverse effects over the first 30 days of that study. 

Now, when you are wondering what exists that we can look at 
to try and determine if there is a problem with the vaccine over 
the long-term, one looks to several cohorts that might be useful. 
The first, of course, is the workers at Fort Detrick for whom this 
vaccine was in fact originally developed. There is some obfuscation 
about this. 

But two workers at Fort Detrick died in the 1950’s from inhala- 
tion anthrax. And it was determined that if Fort Detrick were to 
continue to do work on offensive biological weapons, they would 
need to vaccinate their employees so they wouldn’t lose them to the 
diseases they were studying. 

And it was for that purpose — this was a high-risk group subject 
to inhalation anthrax — it was not in any way developed for mill 
workers or livestock workers who were used as an experimental 
study group and who were not given the vaccine subsequently. And 
there was no need for them to have it because they only developed 
cutaneous anthrax, which is easily treatable with a zero mortality 
rate with oral antibiotics. 

When you look at the Detrick workers, there are actually three 
studies in existence. These workers were multiply immunized with 
a number of vaccines. The studies were published in 1958, 1965, 
I believe, and 1974. They suggest that there were, in fact, some 
chemical differences in the blood of multiple vaccinees as opposed 
to controls, suggest that there were some people who developed 
cancer of the immune system that might have been related to mul- 
tiple vaccination. But the actual effects of the vaccines were not 
clear. 

Now in the subsequent 25 years, nothing has been published on 
these employees at Detrick. I don’t know whether the Army, for 
whom they have worked, has done any studies, but this would be 
very useful to find out. 

Another group, obviously, is the Gulf war veterans and the Gulf- 
era veterans who were non-deployed but vaccinated and whose only 
exposure was to vaccines, not necessarily only the anthrax vaccine. 

No studies have been done in the United States and published 
that look at the relationship between anthrax vaccine or multiple 
bio-warfares vaccines and subsequent Gulf war illness. Now there 
is data that could be examined to look into this question. 

I know Han Kang of the VA has this data. He told me about 4 
or 5 months ago that he would try to do the correlations but has 
told me since that he hasn’t had the time. 

In England, one study has been published, Catherine Unwin, is 
the first author, and that did show a statistically significant rela- 
tionship between vaccination for anthrax alone and multiple vac- 
cinations, and then subsequently onset of Gulf war illness. This 
was British veterans. It was a study based on recall. The British 
veterans apparently used some British-made anthrax vaccine, and 
some United States-made. 

We really don’t — I don’t know how much of which they used, but 
my suspicion is that at least half of what was administered in Eng- 
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land was the American vaccine. And I think that may be supported 
by some statements that were made earlier, that suggest that 
268,000 doses of United States anthrax vaccine were available at 
the time of the Gulf war. 

Certainly studies that look into this for U.S. veterans are critical. 
One of the reasons we don’t have them is the issue of missing 
records. I have provided a declassified document that suggests that 
the Army, in fact, does have some immunization records that have 
been classified, that might help us to relate anthrax vaccine and 
Gulf illness. 

But so far, no one that I know of has access to this data. 

Seventh-Day Adventists, in fact, have been asked to participate 
in a recent study, out of Fort Detrick again. These folks were vac- 
cinated up until the early 1970’s and, as far as I know, they were 
not looked at since. But late last year, in September and October, 
they were asked to now provide information about any symptoms 
or disease they may have been diagnosed with in the interim. And 
when one looks at the survey, they are being asked about symp- 
toms of Gulf war illness. 

So it is very interesting. I guess the military hasn’t figured out 
yet whether the vaccine may contribute to Gulf war illness. As far 
as I know, they have not publicized the existence of this study, but 
they are interested in finding out. 

Is a new epidemic emerging from the current round of vaccina- 
tions? I am sorry to say that this does seem to be the case. Both 
the features of the illnesses that have been reported to me, and the 
official military response to these illnesses, echo the plight of ill 
Gulf war vets who remain today without a defined illness and with- 
out meaningful approaches to treatment. 

Another issue I would like to just touch on is that of legal ques- 
tions with regard to this vaccine. One of those is whether the vac- 
cine, the order to vaccinate is a lawful order. And I suggest that 
it may not be, based on the preconditions that Secretary Cohen 
stipulated at the time he ordered the anthrax vaccine immuniza- 
tion program, several of which do not appear to have been met. 

Second, in my looking at the FDA inspection reports between 
1993 and 1998, I see the anthrax line only mentioned in the 1998 
report. It wasn’t mentioned earlier. And the late 1996 report sug- 
gests that the Army was performing the anthrax inspections and, 
therefore, FDA did not have the responsibility to do so. I am not 
sure that this is supported by the law, which requires FDA to in- 
vestigate at least every 2 years, and more often if there are prob- 
lems. And certainly the problems have been well documented at 
MBPI, now BioPort. 

The third and most interesting legal issue is that of whether the 
currently licensed anthrax vaccine is the only anthrax vaccine to 
have been given to service members, and if in fact other vaccines 
may have contributed to illness. An unlicensed vaccine can only be 
given to a service member if informed consent is obtained. And I 
have not met a service member or Gulf war vet who tells me that 
informed consent was sought from them at the time they were vac- 
cinated. 

However, this article, written in 1990 by Ernest Takefuji and 
Philip Russell, who were both administrators at Fort Detrick, sug- 
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gests that in fact unlicensed anthrax vaccines were administered to 
service members. And a letter inquiring about this to DOD last 
year that Mark Zaid and Pat Eddington wrote got an answer that, 
in fact, the anthrax vaccine mentioned here is not the same an- 
thrax vaccine as the licensed vaccine that service members are cur- 
rently receiving, suggesting that at least one other has been given. 

Dr. Zoon talked about the VAERS reporting and how this pro- 
duces information about adverse effects suffered shortly after vac- 
cination. I would submit that this is the weakness of the VAERS 
system. What one really needs is active surveillance over a long pe- 
riod, of a significant enough number of vaccinees to find out wheth- 
er there is chronic illness. It just doesn’t matter what you find out 
in the first week or the first 30 days if people get over it. 

And we are not doing proper surveillance of vaccines if this is all 
we focus on. 

I provided an addendum to my testimony today which asks the 
general question, is vaccination a good defense against biological 
warfare? Even if the vaccine were 100 percent effective against all 
strains of anthrax, which nobody claims, it still would be a porous 
defense because an enemy would simply choose another biological 
agent, one that occurs naturally or one created using genetic engi- 
neering. 

William Patrick, who formerly headed the offensive program at 
Port Detrick, had this to say, “It takes 18 months to develop a 
weapons-grade biological agent and 10 more years to develop a 
good vaccine against it.” 

I submit that it is impossible to produce vaccines that will keep 
up with the rate of development of new bio-warfare agents, and 
that vaccines should clearly not be the first line of defense in this 
or any case against the threat of biological warfare. 

Despite the fact that vaccines are unlikely to provide this 
defense 

Mr. Shays. We need to get you to 

Dr. Nass. Thank you. May I have 1 minute? Thanks. 

Congress appropriated $322 million in 1997 for the Joint Vaccine 
Acquisition Program. Its goals are to develop new vaccines for more 
than 10 known bio-warfare pathogens and administer the vaccine 
to all U.S. service members. The anthrax program can be regarded 
as the introduction to this much larger and less well known pro- 
gram. 

The FDA has publicly stated that it intends to expedite licensing 
for these new bio-warfare vaccines. 

Are we already embarked on a misadventure that will dwarf the 
anthrax vaccine program in cost, futility, and medical repercus- 
sions? What will it take to call a halt to the current round of vac- 
cinations and, of at least equal importance, what will it take to in- 
vestigate these illnesses and develop treatment protocols that are 
serious about getting answers and providing care? 

Thank you. 

[The prepared statement of Dr. Nass follows:] 
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Gingresainan ShiQ^ memben of fh« Cooimittee, thank you for inviting me here today to 
totify about uitbi« vsccinationa. My goal in tbie beating ii to provide you vvith a 
diffiaem prospective than was provided by the D^artment of D^aose ^ysiciana and 
qjokespeieon re^ordiiig tfw evidence fer aafsty, efficacy, neeesii^, lad possibly even 
legality, of the antiuax vaccine ioummizatio& progmn. 

1 would also like to briefly revisit the lobject of vaocinitioiis and fbeir possible role in 
Chilf War ninesi. Finally, I hope to leave you with the fueatioa of wbetber tUnesses 
suffered by aerviceiQemberswbo have nceived the vaccine in the last 12 months 
teseoAie the illnesses suf&rcd by sctviccmemben following the Gulf War. 

Is the vaccine necessary? 

At the last hearing on the anthrax vaccine immunization program. Congressman Shays 
asked, “Why now?" He was told that die dneat has recently axmeased. Has it? 

“We have Imowledge that as many as ten nations eitiier have or are sui^Mcted to have the 
cspabiKty of chemical and biologtc watfrie. 

Susan Bailey, MJD., Assistant Secretary of Defoose for HeaHb Affairs, Angait 
14. 1998. D.O.D. news briefing 

“We Ism’S seen the nuntoer of nations possessing biologictl agents increase from tour to 
ten diet we know of- there are foobsbly more.’' 

Dr. Thonuat J. Welch, Deputy Assistant to the Secretsiy of De&isse for Chemical 
Matters 

Jnlv Zg. HHM- Hearing before the Committee on Oovemmental Ailain of the 
UB. Senate. 

The Department of Defosse was aware of ten nations with bkslogscal weapoiss in 1988. 
They are itiil aware of ten natioisa in 1999. 

A central question is whether the vaccine it effiective. Will it really week? If inthiax were 
to be used, will it protect all our aoUben, or the vast nsigofity of ovr servieemambers? 

One must look to tise animal fota. I have compiled all the published gntnea pig and 
motsse experisssesitt in tise fisflowing three tables. All were immuisizsd with Use vaocine 
servicarsemben are enrrentiy receiviis^ termed MDPH, for tim Michigm Depdment of 
Public Health which manufactured it. Out cm see vaiying ssavisral riSae flxan 0-100%, 
dependmg upon tise strain of anthrax used and posobly otiser panmeten of the 
experiment Survival ratea in guinea pip varied tioo 23% to 71 % wdsen they wrete 
exposed to inhaled infhtax. The Ames strain is conssdered a vsmlent strain; the VoHum 
staiun, less so. 
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Guinea Pig 

Survival Following Anthrax Spore Injection 


Lead 

Author 


Vaccine 


#Dose8 


Anthrax 

Strain 


% Survival 


1986 

Little 


MDPH 


MDPH 


VoUmn IB 


Ames 


100% 


13% 


17 % 


1988 

Ivins 


MDPH 


VoUum IB 


67% 


1988 

TumbuH 


MDPH 


Amcs/New 

HampshiTe 

/Penidllm 

resistant 


17% 


1990 

Ivins 


MDPH 


Ames 


75% 


1992 


MDPH 


Ames 


100% 


1994 

Ivins 


MDPH 


MDPH 


VolhanlB 


89% 


Ames 


63% 


11 % 


11 % 
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GobeaPig 

Survival after TnhaHng Anthrax Spotes 


Author 

Vaccine 

#Doaes 

Anthrax 

Strain 

% Survival 

Vaccinated Control 

1^2" 

Little 

MDPH 

3 


mm 

0 

1988 

Ivins 

MDPH 

3 

VoDum IB 

67% 

0 

1995 

MDPH 

2 

Ames 

23% 

0 


There is debate ^>out which experimental animals might parallel the hnmsti response. 
One hopes that we are more like guinea pigi than mice, since the best survival rate in 
mice immunized with the human vaccine and ben iq'ected with difTesml anthrax tlraina 
was only 10%. 


Mobsc 

Survival Following Anthrax Spore Iigection 


Lead 

Author 



Mouse 

Strain 

Anduax 

Strain 

PiPSill 

1988 

Welkos 

MDPH 

3 

A/J 

Volhim 

IB 

0 

0 

MDPH 

3 


VoUum 

IB 

10% 

0 

1555 

Ivins 


3 

msmm 

Amea 

3% 

0 


1992 

Ivins 


2 

CBA/J 

Male 

mi 

0 

0 

MDPH 

2 

ddA/J 

Female 

Ames 

10% 

0 


2 

A/J 

Amea 

0 

0 


D.O JD. apokespetsoiu claimed that the guinea pig and mouse data dujuld be ignored 
because die data from monkeys indicatea very high survival rates, approaefamg 9S-I00%. 
The question remains, howevs, whether monkeys do psrallel the human r^Moae, and 
how monkeys will respond to mote highly vimlenl andnix strains, sinee the monk^ 
experiments cited by D.O J>. used tmly the Ames strain of anthrax. 


Chveric 
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Are monkeye more relevant than guinea pigs in aasessing anthrax vaccine dTectiveneaa? 

1 . Many thousands of guinea pigs have been studied, but only 4S monkeys. 

2. The potency studies and safety studies done to release lots at the vaccine 
manufacturer are alt performed in guinea pigs. 

3. “Since we lack surrogate markers to compare vaccine efDcacy between animals 
and humans, it is still unknown which animal models, if kny, resemble the human 
response to anthrax vaccine.” 

Bruce Ivina, lead anthrax vaccine researcher at Fort Detrick 

"To date, no animal or other potency teats have been demonstrated to be wdl- 
corrclated with protection of humani. The potency test required for the present 
vaccine hss not been well correlated to efhcacy in humans, and it is doubtful that 
it can be. . .” 

“Presently there are no precise serological or other immunological correlstea of 
protection to enable conclusions to be drawn fiom immunization studies in man. 
The extrapolation from animal studies to humaiu likewise is seriously 
complicated by this fact” 

Joint Program OOlce for Biological Defense meeting 20 Ocioberl99S. 

This brings us to the question of whether the vaccine is effective against all nlhrax 

ttraina. The data we have just reviewed suggests it may itot be. 

• “But fortunately for vaccines, it is difficult to surptsa or circumvent the effectiveness 

of the vaccine. We all know you can develop reaislance to aniibiotica, for instance, 
but it's much more difficult to circumvent the vaccine . . Thit ia ihnnohr «t 

this point to be effecti ve aaainst all the itraina we knnw ihout” 

Sue Bailey, M.D., Assistant Secretary of Defense for Health Affairs, August 

1 4, 1 998, D O.D. Pteits Briefing 

• D.OJJ.’s experts disagree. Two studies at Fort Detrick, in 1986 tuid 1998, found that 
9 and 27 anthrax strains, respectively, killed at least half the immunized guinea pigs 
injected with these strains.''^ The .strains are all naturally occurring, and were isolates 
fiom around the world. 

• Most of these strains were never tested in monkeys, so no evidence exists that ttie 
vaccine will protect monkeys against highly virulent atraina. 

• D.O.D. had other concerns about the vaccine: 'Waccine-induced protection is 
undoubtedly overwhelmed by extremely high spore challenge.” 

From J-4A01206-91 Joint Staff Action Process i ng Fonn 16 August, 1991. 


' Little, Stephen F. and Knudsen, Gregory B. "Compiralive Efficacy of Bacillus mlhncU Live Spate 
Vaccine and Protective Antigen Vaccine egainec AnUirax in the Guinea Pig." Infecrinn end Iw^ pf gify May 
lW6,p. 509-512. 

’ Petlorra, Patrioia et ai. "Anthrax Vaceina Efficacy Agaioal B. anOicacia Stralni orOivarae Oeogtaplilc 
Origin." Preaented at Intematfonal Anthrax Confhmee. Sept 19SS. 
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The following table fivm Little tnd Knudten'e publication provides the daU on guinea 
pig survival osiog a variety of anthrax atranis in 1 986. 


iMimKfM AMR tMMiwm. Miy IWb. ■. 9UV-.«12 

(IOIV^95*7/IMM50HMUU OM 

Cepyrisai V IWa, AMcrkw Society lur MicroeMluft 


Comparative Efficacy of Bacillus anthracis Live Spore Vaccine and 
Protective Antigen Vaccine against Anthrax in the Guinea Pig 

STEPHEN F. UrTTLE* ano ORFCOaV B. KNUDSON 
U.S. Army Mestmn H iHjtlfutt’e/ tttseoirt. Fort Dtiriek. Frrderkk, Maryland 3J70I-39JI 


table 1 

. Hiftortek oTlMlatek used U ihi)> 

tmBic 

Sruree w>d Arte tit i>idai««rt 


VoUwoiib 



Cbw. lows. >♦« 

Mbio 

Buffalo: knta. 197V 

ITTl 

KuBh; SMtb ATHca. I9f1 

MM 


SK)1 


ACS 




SKIM 


VM 




ors 


If? 

Ha«M: HailL IS4^ 

zas 

Cmi: South Africa. 1M2 

Nefar 


Mbia 

lewa. ISM 

iwa 


JJl.l . . 

ISM 

SK103 


SKI2I 


saact 


ccaaoc 


MM.. 


Vofhsn 1 


rXMSMS 



TABLE 2. SarrlvM of |vlA*a pl|i a/Wr IfiwiunUaUM triUt Fa 
nerim or Sienw tporc tfoccine Md {.m. dMBcncf wbb J.OOO 
tporti or TBrinUt t. Mtkfwrb Uokm 


Hahtf 


VaechM tmeaey |M«^-t»ert'lMaA 


Cspi 1 

Eapi } 

Balw 

PA 

vaeeiM 

SMkae 

IMm ftm 

«WClM 

VcAwta 

W 

M 

NO* 

NO 

VeSua IB 

1/f 

ISflO 

24 

la 

Amei 

|/» 

- M' • 

' oa 

M 

BafaW 


la 

Ba 


1TT.< 

M 

la 

oa 


NH 


as 

aa 

sa 

BK-tt 

»B 

aa 

aa 


ACB 

M 

la 

as 


SlUl 


2a 

aa 

aa 

SKIM 

la 

2a 

aa 

aa 

VH 

sa 

la 

la 

aa 


* CWAtKft Cm. •* loom L«, 
*NaNatOM«. 


The following table reviewg data generated by Fellows, Unacott, and Ivins, in 1 998 
Twenty-aeven strains of anthrax killed 50% or more of immunirnd guinea pigs, 
suggcsliog that atiaina available throughout the world are suflioientiy vinilent to defeat 
the vaccine. 
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aifttyCwtiitaittm 

Even if tiu vaccine were not effixfive againat ail anthrax attaisa, and not against larj^ 
inoculums of anthrax spores, one mi^ still wiah to uae it fix' its reatdual efficacy if it 
were perfectly stu^ 1^6 D^artment of Defense suggests that, in fact, fisia is the case. 
They report c^y }9 sdverae reactions in 550,000 inoculatioas given. The fbllowing table 
reports these reactions as of Febriaty 1999. 
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Howrver, a vah«ty of otbor data aoorcoa aiggcat that Oie rate of advene reectiana used 
for puWc conauiapiion groaaly ondeteatimaiea Ac tni« rate. A USAMKilD pubtictfion 
iqwits a rsde of ayatemie reaotiooa of 0.7-1 .3S. It alao acknowledgea the lech of 
definitkm of conatituanta quantitiea of materiai in the vaccine and the aigniScant 
vaiiatioa fiom tot to lot, Sd the content of PA, u well u all Ae ther eomponeaia of the 
vaccine. It further admits that the only pubtiih^ human trial SadiSbrent vaccine and 
had inaafBcieiit data to ataow efficacy agahut inhalation anthrax. 
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In fact, ttitee unpubiiabed D.O.D. Kudiea abed acme light on the advene reaction rale fbr 
the vaccine; 

1. Tr^lcr Army Medical Center (ongoing) 

2. Bioport IND Study 

3. Fort Bragg Study (Anthrax and Botulinum vaccinei uaed). 


1. Trlpler Army Medical Center Ongoing Aaihraz Vaechie Side Eflbcta Stady 

• 7.9V«of59S vaccineea reported lyatcDiic lyn^tonis ailer die Aral 
inoculatioiL 

• S. 4% atated they could not perform their normal duties doe to aymptoma. 

• 4.2% lought medical care. 

• 2.S% lost duty time. 

• 2 both sought medical care and lost doty time after the first anftirax 
vaccination. 

After tire initial Oitee ii^ectiona, only 3 VAERS raporta were filed. The first was on a 3S> 
year-old physutian who developed muscle pain, muscle U e i i ioim and weekneae, and was 
treated with {nednisone. The eecood was a 38-yeaF-old physician who develop^ a large 
local reaction lasting about ten days. The diird was a 32-yearold patient witii pufanonaiy 
satcoidosii who er^teriencad chest pain, stuntneai of bre^ aithfslgiaa, myalgias, fever 
and chills for 3 ar4 days begiiiiiing thirty minutes after his first iryectioB. 

The author of the irritial report on the Tripler study said, “Tf reported side effects ire 
solely attributable to the anthnx vaccine, one could argue that the vaccine is highly 
reactogenk.'' He also said. Thia survey corroborates the relatively high incldeis;e of 
minor side effects with subcutaneous administration of anthrax vaccine previously 
observed in this (srnaller) cohort study it U.S. AMRnD.” 

2. Ihvastigatianal New Drug AppUcation for Anthrax Vaccine Adsorbed. September 
15. 1998 

Submlttad by Dr. Robert C Myeta, D.VAl, Director, BioPort, to Dr. Carolyn Hardegree, 
Director, Office of Vaccinea Reseaeh and Review, Center for Biologica Ev^uation and 
Research. FDA 


Blood was collected frem volunteers it least monthly for the first year sod at 
13 mondia, 18 months, 21 months and 24 monfiii. 

However, iofonnatitai on advene reactiooa wax only collected fbr die first 30 

dsys- r !.^ I § ■ J 

It was an ideaMtjetlitettt inquire about posaible long-tetm side eftects, but 
fiiese data were never collected. 
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3, PtedB«porttotke tJ.S. FDAi FortBi^g 

Protocol: Serologic Reqiome to Anthrax and Botulinum Vaednes 

Protocol (ffY92-S, M109, Log #A-5747 

Principal inveatigitar Lt Col. Plii% R. Pittman, M.D., MPH 

United Statea Amy Medical Scaeadi Inatitute of Infectioua Kaeaaea 

Fort EMcirich, Maiylaail 

Total Number in the Study: 486 

Adverae Reaction Profile 

Snb]eetive Local Reaetioiu Daring the Pint Seren Days of Study In die Right 
“Aiidirnz Vacdne” Arm: 

• Induration (firmness) 22.3K 

• Erythema (redness) 25.2% 

• Swelling 19.8% 

“ZTShiatlon of Mfely records ihow ttat one or more lyttemlc aymptoma occnmKl 
to 44% of rechslenla of raeeiaea within the Brat seven days after the booster deaea.” 

Advene Reactkn Profile 

Systemic Syitemi (occurring at any time over the entire 30-day study): 


• AU/any systemic symptom 44% 

• Headache 16.5% 

• ninesa Feeling 16% 

a Joint Aches 12.6% 

• Mnaela Adies 30% 

a Fever 2 100.5*Fshieoheit 2.8% 


Systemic Symptome Occurring >30 dayi foUowing Anthrax or BetaUanm 
Admblstration 
• All/Any Symptoms - 3.2% 



123 


The third Fort Bragg itvMly looked it penoni immunized with anthrax vaccine alone, 
botuliim toxoid vaccme alone, or in the minority of cases, die combinatioa. Therefore, 
the reactioa rates reflect dual vaccination. However, in each of theie studies, the rate of 
ayttemic reactions is at least 7% and possibly at hi|^ as 40%. These ra^ do not square 
widi the package insert which toggesti a 0.2% rate systemic reactions, or the material 
presented by D.O J)., which suggeets a rate of 0.007%. 

Surely it it clear Irom (base data that tfae actual reaction rate being expedeoced by 
aervicememben inoculated today ia grosaly underreported. Chie moat ask why, and one 
must also inquire about die ethical implicationa of nn derreporting. Accurate repotting 

ia estcDtial for the public health. Undorrqxirting on diis scale demands 
oversight on beellh mattos outside D.O J}. 

Miaithstulii PrfMwni 

Thoe has been a significant controversy about manufacturing ptoblcms: iniAility to meet 
the standards of good manufacturing practicet at Michigan Biologic ProdiKta Institute, 
now Bto-Pocl The FDA inspection lepaA lists a plethora of violationa, yet die Army 
Surgeon General states reportedly diat the prdblons only had to do with recordkeeping. 
Who is telling die truth? 

‘'Although MBPI has had some production problems, mosdy due to an aging facility, die 
FDA has inapected and approved every lot nf andi rai vaccine produced there since it wsi 
licensed in 1970. The FDA adheres to rigorous standards and would have certainly closed 
the facility and or d er ed the destruction of any products diet diey deemed unsafe. ' 

Ronald R. Blanck, Lt. General, U.S. Amy Surgeon General 
Letter to the Editor, Belleville Newt-Demociai 
29 May 1998 


“ . EWn Inti fff enfhrax veecine ware voluntarily quatantined bv MBPI is a reeuh of 

vow teleifoona<«ov«>M*ion with die FDA on or about February 27, 1998. During fliat 
eonvenatkni, dm FDA raised concerns about m^ectional iaauea related to potency 
testing, sterility testing and the presence of particulates in a number of lots of antfaiax 
vsccine. 

... Please verify in writing thst dieM eleveo lots ue, and will remain, in quranline mtil 
further notification from the agency.” 

Kathryn C Zoon, Ph.D., Director, Center fiir Biologici Evaluation and Research 
Letter to Robert Myers, Director, Michigan Biologic Products Institute 
April 28, 1998 ; i 
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DefenseL/?V/i:^ 

NEWS WULTnvfEOIA 


U^. DEPARTTVfEHT OF DEFENSE 
Home Site Map Seareh 
PUBLICATIONS QUESTIONST 


SUPPLEMENTAL TESTING OF ANTHRAX VACCINE 


*Ifl December t997, Secrmry Cohen aimounead plem woutd laid to aysteiiutk vacemtion 
oT a U.S. miiUtiy personnel against the biotogictl ws&re agent, anthruc. Ha fbnier autad that die 
vtednations would lUrt after aeveriJ condidocu ware met One ^thoae oonAtikma wta to cooduet 
lupplamanltl testing, consistent with the Food and Drug AdministralioA's standards, to assure the 
ster^ty. safety, potency and purity of the vaeetoa 


The Joint Fragrant Oftice for BiologiaU Defease contracted Mhratek Systems, Inc. to oveiMe «id 
report on this luppiemenuit testing to be perfomwd by the eianubeoner. &ippkmiMNiaI Ae 

andm vtcdne stodcpiie begin in January 1 998. sod it seheduted lot by ioc untfl al m compteied at 
end of calendar year 1991. All loUofvaccinedUtftbutnl in support of the DoiTsAodvexVaectne 
Inununizatton Program (AVTF) since approval of the Acederated AVIP in March 1998 have passed 
supplemental testing. 

The suppieraestti testing results to date are: 

ItH F^VOi? Successftiliy completed on U Mar 98 
LotFAVOlO Successfuliy completed on 2 Mar 98 
Lot FAV030 Suceenftilly oonpleted on 2 Mar 98 
Lat FAVoae ^ceessfuily completed on 13 Mar 98 
Lot FAV034 Successfully oompleied on 27 Mar 98 

Lot FAVQ36 Sucecssftilly completed on 3 Apr 98 

UpdM* 21 Sap 1991 
atMthr ant Pdvicv Notico 
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Ii Tfctfe EvIdeBce for Loiitt4enn Vtcclie StfttvT 

D.O.D. uyi the vaccine haa been safety and routinely idminiatered to veterinarians, 
laboratory wotken, and livestock handlers since 1970. 

1. The veterinariana and livestock haodleracaaDot be finind, and do not appear to 
odsb 

2. Four hoodred to SOO Isboratoty wotkeri and special operations troops per year 
have received this vaccine. TT^ have not been acreenod for adverse effects. 

3. Kathryn Zoon, bead ofthe FDA's Center for Biologies Evahistion and Reseirch, 
pointed out in a May 1998 letter that data on lostg-term side effects for this 
vaccine have never been submitted to the FDA. 

The largest group of people to have received the vscciise prior to 1998 are the Desert 
Storm veterans, both deployed and mn-deptoyed There are many with cbnmic illnesi in 
both groupa, but the relsrionahip between vaecinitinc and aubsequent illneas haa never 
been studied in dm United States. 

Have Fort Detiit^ workers suffered advene effects front repeated vaccinarions? Anfotax 
vaccine has been administered to hundreds of woiken for over 30 years. The answer is 
not clear. 

Three studies have been published looking for the effects of multiple vaccinatioDS in 
wodten at Fort Detrick: in 1938, 196S, and 1974. None have been published siiKe. 

These studies point out that intensive immunization of experimeolal animals has been 
shown to produce delayed adverse consequotrees, such as amyloidosis, arteritis, multiple 
myeloma, and other hyperseoaitivily reactions. 

The studies have repeatedly demonstrated aboormalities in the blood of (be multiply- 
immunized when com par ed with controls. There ate mcreasod tynqibocytcs in die blood, 
tad differences b^eeo the workers and controls in b'ver and kidn^ fonctioa, senon iron 
level, and sedimentation rates. The final repost bad fosa to say: 

“Chronic stimulation of the iinmunoglobulin-producing system in man if thon^ to be 
associated widi amyloidosia. plasma ceU t^sensias, and s u toi ii i fTTO ne diseases. . . De^ite 
esutioos extr^iolation from anim al finding a to man, evaluatkm of these potentially 
adverse effects remains speculative, because few intensively immunized human 
populations have been available for study.” 
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The aithon concluded, 'T^evectheleu, the pretence of two penwH with DMpluUc 
disease of lymphoid origin in the total immunized popuialion by 1970, of qipcaiinutely 
1 SOO individuals at Fort Detrick, suggeets that continaed surveillsnoe of the entire group 
of repeatedly nmnunized penons U warranted.” 

White, C. S. et si. “Repealed Immunizaiioo: Possible Advent ESecIi” Amu^ of 
Internal Medicine . 1974. 

Wbat evidence ezlsti regardlag Gulf War IDaett and aathrazvaeciaatiMi? 

To dale, only one study has been published which looks tl this qaestioii. It oconined 
British Gulf War vets; 

“Vaccination against biological warfue and oniltiple routine vaodntfioiis were 
associated with this CDC multi-symptom syndmnie in dw Gulf Wsr cohort.” 

Catherine Unwin, et ai. “Healdi of U.K. Servkemen who terved in Fenian Quif 
War. " The Lancet : Volume 353, Jsnuiry 16, 1999. 

“VKxination against plague and anthrax before dqiloyment to the Gulf correlsted highly 
with illnesss. The investigalots speculate that these vaccines - more so than the routine 
ones give to i^icc pcnoimel - had unanticipated effects." 

Stephen B. Straus, NIAiO, NIH. "Commentaiy on the Unwin Study". The ianget 
January 16, 1999. 


Central to th e issue of whether vaccination contribu ted to or canaed Gulf W» ilhKwei is 
the mieStioD of missing immunirailon recofris. At the last heertng Am»v Siimene 
Blenck repotted (hat anthrax vaccinations had been entered into scrvicemembera' 
personal medical records, although they had not been entered in an autoouted. 
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Mntnlized format. Hii aasartioa nn contrvy to the rqtorti of hundreds of veterans who 
htve obUined copiet of their vaccination records and Ond no mention of anthrax in them, 
even when *ey wore told by medicnl personnel dist wthrw vaccine was being 
administered. 

Who* Arc the Gulf War Vaccination Records? 

Prom' Jo'mt Staff Action Processing Form, Action M-4A 01206-91 Subject: Freedom Of 
Itifonnition Act request 

“Following Opetstion Desert Storm, the BW defoative progiam for D.OX). bat remained 
pn^ly classified at foe SECRET level. The only exception has been foe documeotation 
of immunizationi into the individusl's medical record in order to ensure availability of 
such information for puiposes of epidemiological Uacking. AH trririnal rmmrda fixt 
documents used in identifying unitt and personnel immunired dia ma <X)S era still 

considered cla-«itied information 

There are numerous memorandi and decision papers regarding foe biolagical defense 
program, which while classified, are not reqjonsive lothe FOtA request 

Conclusion : Disclosure of the information requaated in foe detail requested would not be 
in the D.O.D.’i best interest end could be expected to cause sarious damage in the 
Iljturo" 

This references ASD (HA) memomdum, ‘TUcording of vaccinations received in ^ 
Operation Desert Storm in the medics] immunization record (SPBOt),” 22 July! 991 

The document chad above saggests that (here ve central vaccination recotds foal have 
been classiEed, which may still exist, tod which are likely to help prove whether 
vacemstioos in fact led to Qulf War illneas. Tboee records must to found, declassified 
and shared with ill veterans and foe medical peraoenel who are stlenipting to care for 
them. I 

Treatment studiei for Petsien Gulf DfaiaHei cuoently do tsH address vaocirM iqjary. 
Perhaps Cenpess will see fit to remedy foil omiiaion. 


GulfWar "Expert Panels" 

A leriL of "expert panels” have been convened to explore foe re l a ti o nriup between Gulf 
War illnesi and various exposures. Remaikably, none of these panels reviewed aetusi 
dau residing the relationship between vsecinei and Gulf Uneas. Each panel performed 
a sui^CMl overview of foe iaaue, citing foa iaetthat there were known" tong-tom 
advent cffccti of anlhrax vaccta^. TW^lWed lo mentioo that no itudies existed, 
and fo^fore, there was no dataline iimy W fRe diher. 
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Is anthrax vaccine a contributor to Gulf War Hfnesses? Comments by 
four expert panels 

AmtiMMOccom’wMDMnbcMyMacnakaimarikMftMrpaMlt 

a( Vimn MWk and Iw Mkral haHUMsf Hh«i hM kRMiBM locmflmniinlUl 
am (PQQ ind wneiuooo ■<■>*>• HOnx vascM dow Ml avliKi tw cMoM) MMt 

-CiaocuiHliMliPai. 

v’. Aimar«WM«i(rpinaliKUie*dW>»M*inMedn9a«MMMtfi«wi 
n o n wc e tM U tf airWrirwawi 

. natWiMmiMinifmaMmdMBraMraMWinMnm'iaaiiaaRiataia 
Wiflwof (wOurtiar, «nrfa ci»w a >»i « * I mt n m o u nn m mtlof m o a ietfiOl om$ 

pntmnamnttumijinmyft. tmt. ( am t i O ui nn mini imJi m i i ml oti»aii\m K* ti . m 
Mf nandmrtneeM^redUaKfaevkntf; ohomtmmMttwmCom^ 

V - tmMtpi&}mBainmi3n^9nslP0i ’nn^nteeiiaat&dtart»yAonP<3¥ftw m t m thoiMmm 
M » mC ^ n«< ntf Omo^uMiM 

V Th» R^ w W en t U /WepryConimHiee (PAC) of> O* W» I fcaw w Wnl R <| wrt . P e mwi ti r igWI: »■ 114, im— ; The 

<»mfniiiM€ondiidMiikunMytii(hMn«ffwtirepofiitf&y(3tf Mr¥Mmiedv«»««fiMQl«9em 

to fh« ficriyinum toecM (X ■r#««x wMinM. Mad lion* or ki ooanfeMtoa 

Ag^§wcemNtta9condu^tt*ioti9y9bitit(iMmitiinomntbcUmBetmitmMai aatfatftotf u Mw ^ 
actutflteUsnoadBei^ MfwfdtfffwAtCS^aoWAipoit artloftiMpwri $mnmi Ht pan rntMOoCtB 
^uoimbnpotof? 

OoO‘$motT«)meein» dutmO mi»mJoMrnil mortJm Qumttm\TmnTmm^ 

fWQUl&lonsptittlnlnQtotsvutlQtliontfpw^jcttonBtifwn/MnpotJfit^ taMtv.'/noitf 

lawp*lg<!iltxaa<MUi>tBmo»»afMyt)aiM»«pw,iiyaai,‘<rtto»t>gi«#»ftaAWtMrfaM*iawirfaoartNr 

mdt / i r m ‘yrm^ b0tm^m$a:ptwMmMafmttly ma tm nry ier !tt » 

* i^ i M fa n af fl a»t>i y aoartf Jtp)yovafof*tit3rtnatfcqriaxxobo ii it i an m ./Wa>p<ayMwtfifioirii* y afletf aftiglMr 
; iMnJmi fmn m iXbjiioff eeM n yne^kftfi hgmtad oainmtitii en mqi0mmnn tmhirmam9ml$tnto» 
*itiawflafa*pawwanaflfi acu w fc 'acBtfati^frtbBt * 


••lirtr Tnr ihiii-i' II It iTr~iri r-rrni~i "irMn "MT Vfrr '^inr~ininlrtnna itir flmgrti mrt WiimM>iii 
' gyi lwwa. iy >al t uieo*lii tiM ne(tOaO, lwe;^aa,^pe>ip^ai:oonexn»ig[> tf i<a r ealii> niiU ai i e ijM a»mii^ 

at «>••• poiM tfuB nvKM (M ofMn ml RMPMtf) e«M Mill M Mmmi imm 

Tha flOMinMM af AO airidilwa o( «iy dvonle aOaet* 

' ThetMtni^&qpefienoeMHMitn. tWTatfinoionrAsaemertWofia^ 

srii No. S. jxMt iMS: P. »4, vacstTMe: oananM J e a ia a en tnckMBte Mukua entf arahnw 

iiiBCtt».*No'loftQ tafiH idwafu ^lacto (vm baan dmanartatf.* 

AW3fWnaWariiofR M aaf tf iflnPer«tanGh*VaiaraiWi ln iaae » Dapaianawoivaii n wABia^ H waiiiM^ 
laaarP. 38. 4.1 .6 vaocaiaa; "Botft MMc*>at{antrm and boMniaB Me0)lww bMRMitf feroMBrynravMhoul 
MMna alfeeie. Al tewi (lOW. P4K and aia DoNnaa Scianea &aar8) fai4a« aanaa Mtf M ne tonaAm 
iitfvinM»anaotohatwbaindoourrfniidaraioiidba«a^^ AjrtMrabj0|foffi»poMHaaManaMMiaor 



132 


vaccines In tN$ population is not racommarKtod by tny of t>e three panels, nor is It et^tor te d In tNs ptan.” 

77i« rhnseouDtes from three panels above am exsmpte* of an int§nt^ phtnotnenon. tf you nevtr look tor 
aomoihing. you aro mjro n&vor to (Ind II Theso throe ptmoianotod that thero was a look of midonooaHon0^rm 
adverse effects But no study of long term adverse edacts was ever putKshod: nor were auch odoGta ewr eoBectsd 
and sutmittod to FDA oGcetding to Kathryn Zoon (2oon, KC Letter kom kmOiroctorofthePDA Oanlerlar 
Biokii^EvakaUon and Research k) Patrick Bidington.R)A via FOIA. ApriSB, 1998). 

DOO was the owner of the equipmorjt used lo produce kievacdne, Vie employer of vktuaMyaM 
vatxine roGfpiente. ertd the employer at heekh care workert administerktg and monkoring vaooinadena No 
irioaPkigtui po^tnerkaUng surve ten ce appears ip have ever been pedbrmerf. wtkMha«Bnefitior\<ttthastandmid 
paaatre VAERSropariing system. Bren anBrropOfttoteemo9ki»s$ktPGUK¥/aryeiorana.tiarwls/bnaNp between 
vaoctretbn and Rnesaf^s never beer\ sjbfoGted to stadsheatenetysiafn the \Jr^MSta^ Yet there do erist 
immuraxation records tor dousende of veteranaartd mjfveye using ye^etattrecee of vacekiestetuacoukieiso be 
done. So yes, there is no rNidenoe of long-term eayersoe!leas,biA the 1974 study of rwMpty vecotaiad persona at 
FedOetridrdkinotexQHjdethermiposaibBtyoleu^eltects and siao a c k nowledged thei they do cocukienkn^ 
modefe. ‘ 
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Where do the GWI expert panel s oet their Information? 

Eyeiy reterenca cited by the PAC w to a DOO briefer {PMlip RuseM twlng a tanner 
Commander at Fort Oetrick; the others ate cuirerA empioyaes). No peer reviewed 
literature is cited. Side effects of the vaccine are minimized. The Issue of muMpie 
vaccirtes givert together is tiiviaiized, with no review of the eidsting iitsratuie on the 
topic. The committee claims its conciuskm ate *ba8ed ort availeUe evidence* but citae 
none. 

PresMantlal Advisory CommWee on Gulf War llnessee: Final Report 

Anthrax and H otuMnum Toxoid Vaednaa 

Animxvaecln«-lnr970.roAlloiin8»clee¥a»¥aBdnt1aare>ael e» i ew oi1ciraaaiine nre al;e inl«rHai tit 
•f«nxt>aetafM.SIne« 1887 and bWowawOuir War, mow ftanaMOOtnaasaaona had aawMutniijrac In nt n le i aa 
10 ai-htli populaOona, tndudkig laboraiory peraoniw who woik iSh »• beowha VM oauast arthriK, panona ki 
Indualriaalhe wort with animal MOaa and wool (wNeh can ba a aotjna or antnx tnracllon), and YtUrtnadana otio 
coma m sortaot Dim ardhm-inMad aNmatt. 

Althoush acdve long-tarm aataty aurvtilanca la rai ganaialy pad ol tia FDA vtcchw Mndne pmoaaa, dia RM 
enoouragaa U.S- health car< providars and the law raqukaamanidackxart to repon aarlpua adnra laaodona krril 
tcenaad vaednaa. SOS FDA Itaa net racalvwd ddto M laiae oonoama aPcNji toa MCaiy ol tw ananax WBcaw. 

WatoMeal data for ihoii-tami haalth adseta ot tha andvax vaodna Meata up to ah paroant of neipladta aieailandS 
mild dlacomtoit, msudtoo wndamaaa radnatai awaSfiacrik7<tosat*alnae>aeiondHtorupto78hoin.F»Mr 
n ona patcdnt axpaddnoa a more dexara local laadton that poianMy Mto Via uaa at lha ana tif ana to IBO dhsw. 


According to OOD, medicai modtonns and aavaeanoa conduciad during ina Out War lomi tia awMoied ent-tarm 
9idaanactoot««iraxvaodnaaoeeuntiis«<ppre>l>nalal»lhahMarlcalrWaa.5S AdngtohoapIMBdIenfara 
vasdnMion alia Hactnn waa rapoftad. DOD pointa ou toat pradae Wennriton adoM ai pcaaUa don-umi ahia 
aftacla It unknown, howavar. bacauaa of dmcuMai In oMadiiie audi dare durins and etartoa Oul war. 

S3, eiiaiv E.. J.S. Anny Madical Rtaatriditoattutool adacttotiaO ta a a aa a . Fait Daalck,uapwdWiadrtpoiltt 
Fraedarriial Adviaoty Oommiltaa on OuK WW Valarand Siiaaaah OdOPar iggs 

102. Johnaavwhiagar. A , oaactor. Mtdtoal. Chamlotl. and Stotogtoal DaMnaa Raaaandv US. Aimy Maecil naaatMh 
OavabpnNrri Cwmiand. toadmony batow tia Raaidaneal AdWaory CMwWtoa on Our Whr MamW Watwt Mv 
1891 

103. JahnacmWIiwev. A. Qractor. MadlcaL Otantoal. and EtotoeiMl Oglinaa naaMraMtS. Amy MtSoe flMatNli 
□avatopmanl Cemmmd, Fort Otttcli. brhlno tor Waaldanial AMaonr CaninaMa on aeiMr IMmnd IMaaaB eet, 
OaoeniMriggs. 

Haaim tHmM at iwuMnlw vaaaliiaa. t1>ahmianlmnaaiaBwlanihaaai<nliiad8iaciBaUihtodialiaW i Si ni i a i ni1a 

dl toman auMeieat. to aort dam dU. and to ragiMt knriuM laagonti tleiare Iw amone a we pepiMen of 
hoaSa mlenaietnlaniA and vacdtoelonawvan nafMa. oontoneeranacua vaccaiaSona-ara a hnti part M tote tmiuna 
admuMon. awiridue vaccawt can caute tdmt artaoto, Put atmre aajWta e Sit attocla e gMng imstoto 
vgpcliwlonf one Smehaye round iwadvataeil liirii a »(iW a i1ail l h tiapfia»oa. n eaa ee igntilalia«aeaiai 
•gotaalldonawllaMaayldaneatia C wiini e eabal l awiHaiaiemySmatoftalawccaiaaawiw pnn aMelerWiaaaai 
■Cf 'C-assos 
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rtporttd today Iff Qua War vtaarana.202,2ie.26S 

Tat da — o~«-lnd« «t~rt !>■» rial<« bI vaoWna. to Quit War »MMaMTTtMraniuHBa«mn>4irt«.«la 
mat haaWi anaat nperIM by Qu> Ww vsHrarw today ara tw Mat of aanauraa to tha err or anttrai vaaokiat. 
usad alona or in oombinotua 

200. Ptaman, P.R.. 'Anihra* and Botulinum Vacemaa: Antibody Prawlanoa and Immune Flaaponaa to a Booaiar Doaa 
In MiUtary Psraonnal WbaHy Vaoehalod During Daaart ataoldAJaaart aorm; PraUmlnaryflaport." M lavtaw tor 
aubniiiaion to U.S Food and Drug Admimatradon to wfxterntrt B&WD372S, March 19B6. 

219. Ftaaaaa, P.K., DapartmaM of Intamailonat HacKh, Johns Hopidna IMvarsRy, taaumony bafora tie PreaidantW 
AdvtaoryCommUtooonaulfWMrValarina’ dnaaas* Aprt 1996. 

2Sa us Amy. Madcal Raaawchinaauie of Intoctkaua Dtaeaiea. Protocol: (Flaboapac«vf)Aa«aaainanl of the Heoilh 
of Wailtata Formarty Enailoyad at Fort Oatrtoh. MD, P.R. Pittman, Pitnotpaf ImaaBgator, Saptambar 1998, 
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I lecendy dijcovered the eiiAeoce of an inteicsting D.O J). study, initiated in September 
1998. Seventh-day Adventists, who had participated in ‘Project Whitecoat” in dkc 19S0’s 
through the 1970's — they had been vohmteer guinea pigs fi>r die biological war&re 
program at Fort Detrick ~ had received anthrax vaccination as well as odtesvaoeinations 
during their tenure at Fort Detrkk. Now. 2S years afier the program ended, Detrick 
researcher Col. Philip Pittman, a principal investigator in odiCT anthrax vaccine studies, 
has approached these Adventists to learn more shout possible long-term effects of their 
stay at Fort Detrick earlier. What was the Department of Defbnae kxddng fiir? It qipcats 
they arc seeking evidence of a Gulf War-type illneas in these volunteers. The symptoms 
they are inquiring about are as follows; 
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H-a-« 13: ISM TO 


UI22!323I2„93 


oevenin uay Aovenost Foiiow-up study, 
eonduetsd by Lt Col. Phinip R. Pimnan 


•192 2.5/21 


Tlw dua wfll ba used 'In daveiopina • body or knowMge aboU whMhw twra 
any long-term atracta of thaaa immunlMiiana.' (Caraa Van Undan, USAMRIlO Publo 
Affairs, 10/2/98) 


** Below is a list of common symptoms. They are associated with 
wide range of conditions. Please carefully review each symptom an 
answer with the one answer that beat appUea to you. 


sivavoraptooieffl 
3 Minor pr infrequent problem 
3 Occasionally a proolem 

lot serious, prc. 
artoua problem 
iling prablen 


'Suynofsefious, problem 

or serf' — 

o Major or disablii 


om- 

oNeve 

o' ■■ 

o 

o Begular, 

o.Cpratant or se 
> Major or disabling pibblem 
Patique 
o Never a problem 
o Minor or infrequent problem 
o gccasiorially a problem 
o Regular, but not serious, problem 
<3 Constant or Mrious problem 
o Major or dswllng piwlem 
Joint aches and pains 
"'Never a problem 
Minor or infrequent problem 
o Occasionally a problem 
o Regular, but not serious, problem 
o Constant or serious problem 
<3 Major or disabling preblem 
Neadaches 
o Never a problem 
■o Minor or infrequent problem 
a Occasionally a problem 
o Regular, but nd serious, problem 
0 Constant or serious problem 
p Major or disabling problem 

Unexplained Rashes 
o Never a problem 
o Minor or infrequent problem 
o Occasionally a problem 
o Regular, but not serious, problem 
o Constant or serious problem 
<3 Mqjor or disabling problem 
Muscle aches 

/era problem . "cp/ms 

irTnfrequent problem 

orialfy a problem 
Fuf not serious, .problem 
pstaht pr serious problem 
r diswiing pi^em 


Fever* 

o Never a problem 

o Miyor or dlwling preblsm 
Tremors or uncontrollable shakina 

IklAaSA* A AMAfelABA * 



Jihg^^em" 

Oepiession 
o Never a problem 
o Minor or infrequent problem 
o Occasionally a problem 
o Regular, but not serious, problem 
o Constant or serious problem 
o Major or disabling problem 
Memoiy loss 
o Never a problsm 
o Minor or Infrequent problem 
o Occaslor^ly a problem 
o Regular, but not serious, problem 
o Constant or serious problem 
o Major or disabling problem 

Abdominal pain 

oNsvarapWem 

Wnor orlmiMuent^problem 
’ a problem 
nof 8ei1ou^.problem 

iuspn£l&n 

jprwim 

Feeling sick or 'not right* 

““vera problem 

““ pr'nfroguM problem 
— ilofttIV a problem 

o Major or disdillng predem 
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Most iiopoitaiit to the disctission we’ts having today is die qaeitioa of whether 
serviccDieinbert currently being vaccinated are developing Atonic, adverse ellhcts Dorn 
die sctbiax vaccination. Because we do not have long-teim data from prior to die current 
hrantmi?ati<Mi, it is essential that sovtcemanben be studied now to aee whether dtera 
are one or more cominan disease syndromes anetging in urvicemesibers who rqmrt 
illness . I have had an unusual role to play in hying to discera whether thii is the ease. As 
a publicly-known expert on die anthrax vaccinalioos. I have been coolacted by SO-lOO 
servicemembers who report a variety of symptoms. I have not had the opportun i ty to 
examine these people, but miny have in detailed questiannairea fiir me i^tding 
their sympttmns, sod semw have sent copies of dietr medical records. Foitonatriy, you will 
be hearing from tome of them today. 

I am sorry to report that the illness symptmns described to me are remaikably similar, and 
also mimic the symptoms totted numerous ill Gulf War veterans. This illDess 
resembles Chronic Fatigue Syndrome, with fidigue, slop distuibeaice and cognitivei 
defirrits. There is a significant component of headache, muscle pain and joint psin, along 
with respiratory and ibdominal ccmplaitits. Is addition, many seevicensembers r«p«t 
neurologic ^rniptoma includmg seasory neutopidriea and widequead sotmnomic 
dysfunction. Many report sensory hypetseositivily, and some chemical sensilivity. Their 
symptoms often worsen after the six month ( 4 ^ booster vsccinatMa 

• The predominuit initial symptoms are; 

* Abdominal enuring 

« Diarrhea (sometimes bloody) 

♦ Fever 
a Chills 

« Headaches 

« Malaise 

• Respiratory distress 

• later, persisting symptoms have included: 

4 Chronic (atigoe 

• Dizzinsss 

« Joint snd muscle psin 

* Keadsches 

• Memory loss/cognitive disluibanoes 

* Steep disorders 

* Ferit^etal seraoiy neuropednes 

4 Intermittent abdominsl pain 

4 Intennittent dianhes 

4 Chest pains 

4 Recuning rashes 
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« Blackouts or seizures 

• The majority of complaints of illness have been associated with vaccination iming lota 
020 and 030. Each lot contains approximately 200,000 doses. 

• Anthrax vaccine is composed of an uncharacterized mix of bacterial products. 
Concentrations of these materials vaty significantly fiom lot to b>L Because the; 
constituents of diis vaccine have never been defin^ it is impossible to "srsbfc'J, 
purity. It is also unknown whether any vaccine camponents cause advene efiecta. 

• Because many ill servicemsnbeia remain on active duty and are trying to stay in the 
militaiy, their names and medical records cannot be {mvided. They are attempting, 
unsuccess/ully, to receive qtpropriate medical care within the military. This ia 
difficult when the existence of a post-vaccination syndrome ia bemg denied by 
D.O.D. 

• Both the features of their illness, and the official response to it, edio the plight of ill 
Gulf War veterans, who remain without a defined illness, and without meaningful 
approaches to treatment. 

Legal Issues 

Unfortunately, the discussions we are having today have significant legal implications. 
Servicemembers who have refused the vaccine have faced a variety of punishmoits. 
including court martial. Some of those who have became ill subsequent to the Gulf War, 
or to the recent rounds of vacchutiorts, feel they may have been given unapproved 
vaccines which are not licensed by the FDA, azxl which D.O.D. had no l^al right to uae. 
They are interested in seeking redress, if they can demonstrate such vaccines were 
administered to them. 

The following article suggests tiiat in fact, one or more unapproved anthrax vaccines has 
been given to servicemembers. 

“Military Immunizations: Past, Present and Future Prospects,” written by s foimer Fort 
Detiuk Commander, states that uniifjnseH anthrax vaccine has been used. 

"UMITED USE VACCINES AND PRODUCTS 

Limited use vsocinea tad products are defined u those wtOcemteJ experlmcatal 
vaecinet, toxoids, and immunoglobulins that have been developed against specific 
mihtsty threats associated with high motbufity. Theae products would be us^ in specific 
contmgency situations. Some of the limited use vaccines could be ccoaideted to be 
experimental dqrloyment vacemea, since they are directed against serious regicn-tpccific 
endemic diseases. Limited use vaccines include Venezuelan equine encc{diilitis, EaAem 
equine encephalitis. Western equine encephahtts. Rift Valley bvvr, tulsramia, Q fever 
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and anthrax. Botulinum toxoid (types A through E) is also included in the category of 
limited use products.” 

Emcsl T, Takefuji, M.D., MPH, and Philip K. Russell, M.D.. from Military 
Immunizations: P ast. Present And Future Prospects. Infeclioua Dis ease Clinics of 
North America. March 1990. Page 156. 

A number of serviceinembets are now awaiting court martial for their refusal to submit to 
anthrax vaccination. Is the order to vaccinate a lawful order? Given all the questions lhal 
have been raised today, one wonders whether D.0X>. has the right to order a vaccine of 
questionable efficacy and dubious safety to be administered, wiHy-nilly. to 2.4 nullion 
service members. 

Secretary of Defense William Cohen established four pre-conditions before be would 
approve the anthrax vaccination program. 

Were Secretary Cohen’s four pre-conditions for approval of the anthrax vaccination 
program actually met? 

If not, was the order to vaccinate a lawful order? 

1 . Secretary Cohen asked for an independent expert to review aixl approve the 
program. 

• Gerard Burrow, M.D., is a malcmal-felal thyroid expert at Yale University. 
Anthrax vaccine is not approved for uae in pregnancy, nor in children under 18. 

He therefore has no experietKC with the vaccine, and has never published any 
papers on anthrax, infectious disease, or biologica] warfare. 

• How was he chosen to review this program? Is his independeixe as illusory as his 
expeitisc? 

2. Secretary Cohen asked for supplemental testing, eonsisteni with Food and Drug 
Administration standards, to assure sterility, safety, potency and purity of the vaccine. 

« Sterility - three of the eleven quarantined lots in April 1 998 failed due to sterility 
testing. The February 1998 inspection also noted that several sublols which had failed 
sterility testing were used in the production of lots. 

• Safety - Safety can only be judged by long-term follow up of people who have 
received the vaccine. Until now, such follow up has never been accomplished. 

• Potency - Of the eleven lots quarantined by FDA on April 28, 1 998, seven fkiled 
potency testing. Some of these had previously passed potency testa. Because MBPI 
retested lots until they achieved a pass on poie^ testing, this ia no suiptise. 

• Purity - “The vaccine is composed of an undefined crude culture supranstant 
absorbed to aluminum hydroxide. There has been no quantificatian of file protective 
antigen content of the vaccine or of any of the ofiier coostitumda, so the degree of 
purity is unknown.” 

Dr. Arthur Friedlander. MC Colonel and head of Bsderiology at F<^ Detrick’s 
USAMRITD [Brachman PS and Friedlander AM: Anlhrax. In Plotkin SA and 
Vfcrtimcr EA (eds): Vaccines, ed 2. Philadelphia. WB Saundets, 1994, pp. 729- 

739,1 
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In suramwy, there is no good evidence for vaccine safety, efCca cy or necessity. D.O.D. 
msy have illegally used unapproved vaccines on acrvicememben in (he past, and has not 
demonstrated that the order to vaccinate ii a lawful order. Persian Chilf illness appears to 
be related, at least in part, (o anthrax vaccination. D.O.D. had obfuscated the cau^ role 
of vaccines by classi fying immunization records and controlling the deliberations of 
expert panels. Current servicem embers sre now falling ill bom the same diseaae. 


Wbat will It take to call a halt to the eorreat round of vaccinations? 

Equally important, what will It lake to tnvcstlgate these Ittnessct and develop 
treatment protocols that are serions about getting answers and providing care? 

The sraoke and mirrors have to gol 

I would like to conclude by thanking the Committee again for allowing me to preseot this 
testimony. 1 would be happy to supply supporting documents snd any odicr information 
that may shed light on the cansidorable questions which remain unresolved regarding Sic 
anthrax vaccine. 
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MERYL JAE NA88. MJ^. 

Emergency Physician and Internist 

124 Wardtown Road Home (207)866-0876 

Freeport, Maine 04032 FAX (207)866-6976 

e-mail : mnassl8igc.apcnrg 


EMPLOYMEMT 


1297 - present 


9/97-1197 


3/05-8/97 

and 

7/86-7/93 

194-395 


793 • 1/94 


7/85 ■796 


7/80 -692 


2/75-8/76 


Emergency Physician 
Partcview HospltBl 
Brunswick, Maine 

Ptlvaie PracUce, Intamal Medicine 
Wbmen to Women 
3 Marina Road 
Yarmouth, Maine 

Emergency Physician 
Wing Memorial Hoaoltal 
Palmar. Massachusolls 


Emergerxqr Physioiah 
Franklin Madicaf 
G roe nHa l d. 


Cerw 


. Massachusetts 


Internist | 

Kaiaar Permanents 
Amherst, MessachusMls 

Emergency Phyaidah 

Emergancy Dociora Group 

Springfleld and Tumara Fala, Maaaachuaelta 

Medkml ConauMrS j 
Diaabilily Drriarmlnaton Satvicaa 
Jackaon, M i s al es lpp l | 


LaboraktryTachnlclim 
Daparimam o( latmuf 
John Curitn Sehorri 
Canbarra^ Ausiraia 


H 
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EPUCATIQN tnd TRAiNINO 

198S Dtploinata In intcNTial Medicbw 

1985 Cotnplatad Intsmal Medidn* Re^dency 

UnivarsKy of Ms«Jse^ Medical Center 
Jackson, Mssissippi 

1980 M.D.. Univaralty of UsalssIppI Medkal School 

Jackson, Mississippi 


1974 

1989 


B.S., Biology, Massachusetts ksttuta of Tachnology 
Cambridge. Massachusatis G.P.A. 3.9 

Nadonal MsrH Scholar 


TEACHING 

1989 - 1993 instructor, Oopartmant of Intsmai Madidna 
University of Massachusetts Medical School 

19SS - present Fraquant EMT course iecKirse 
ACLS praaentaiions 

APPmOHAU 8KIWU8 

• Computer literate 

' Excellent at search, review and synthesis of the imedical literature 

• Excellent writing ability 

• Excellent rapport with patiarrts and coHaagues < 

• Broad public speaking expartanca, to physiciana; medical students, and a 
variety of public organbations. Extensive Interview experience 

• Easy developmani of profldeney in new areas 


OTHER PROJECTS 

• Member, Federation of American ScienSsls Working Group on Biological 
Weapons Verification. Coauthored a report which descrfires the mos! 
comprehensive methodology ter the investigation of alegalions of biological 
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weapons use ever pt^sllshed. This report was presented to ttie Bioiooical 
Weapons Conversion Review Conference in 19fl6. 

CorwuHant, CiStan Ministry o( Heaith, 1M3. I IdenWed and anaty^ possflMe 
etiologies of an urtprecedented epidemic of 50,000 cases of opUc and 
peripheral rteuropalhy. As a resutt I was Invited |o Cuba to meet with t{^ 

Cuban researchers, where i assisted in iha ptanhing of further evaluation 
and treatmerS regimens. 

Investigator: I spent three years studying the world's larged recorded artihrax 
epidemic, which took place In Zimbabwe from 1979-1880. I developed 
meihods to dstinguish a natural outbreak from an apisoda of biological wartara, 
and pubished a detailed arralysls of the epMemle In 1992. In 1998, the Ministw 
of Health of Zimbabwe ackitowfedged ki a BBC documenfaiy that anthrax was 
in fact used for biological warfare in hie country, and oonfirmed a number of the 
conctusione to my report 
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PUBUCATIONS 

1 . NaesM. Amtmxvacctno; Amodsi respo<is«lo4MlHiiMKof bkriogicaiwvtan. 
bifictkxB DIsaasa CKnka ol Norffi Amaric*. Maich 1990 On prsee). 

2. Sidel V, Nass M, Ens^in T. The anthrax dUemnw. Medicirm and OMml 
Sunh/al (to preas). 

3. MassM; Biobaicai warfare. The Lancet 1993:352: 491-2. (toner) 

4. Nass M. Anthrax vaccine and the prevention of bkrfogjcal wartora? ASA 
Nowslettar. April 30, 1998: 1. 23-25, 32. (This arllda to betog reprinted In Doanaa 
Systems Intamadonal FallOOS). 

5. Repertof the Subgroup on Investigation of Altos^ Use or Releasa of Bloiogical 
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Addendum to the testimony of Meryl Nass, MD 

Committee on Government Reform 

Subcommittee on National Security, Veterans Affairs and International Relations 
Hearing on Anthrax Vaccine Safety, April 29, 1999 

As a general principle, is vaccination a good defense against biolooical 
warfare? 


What if a vaccine was 100% effective against all natural strains of anthrax, which nobody 
claims? An enemy would simply choose another biological agent: one that occurs 
naturally or one created using genetic engineering. 

The Defense Advanced Research Projects Agency (DARPA) identified 65 naturally- 
occurring biological and toxin warfare agents directed against humans; there exist 
vaccines for less than ten of these. 

"It takes 18 months to develop a weapons-grade (biological) agent, and ten more years 
to develop a good vaccine against it." 

William Patrick, former head of the Biowarfare Program, Fort Detrick. New 
York Times, November 3, 1998. 

"The plethora of real and constructible microbial pathogens, and the numerous ways 
in which exposure to them can occur, makes development of agent and route-specific 
defenses both foolish and futile " 

Jay Jacobson, M.D., "Biologic Warfare Testing." Hearing Committee on Armed 
Services, House of Representatives, May 3, 1988 

"One cannot overstate our inability to deal with novel agents . , , [To] unprepared 
public health authorities who know nothing of the weapons' origins, its structure, its 
pathogenic mechanism and transmission, the task of producing a vaccine or drug and 
doing it very rapidly is almost impossible . . . Today the number of potential agents 
has multiplied to the point where it is no longer possible to plan or respond with 
defenses. There is no public health or medical strategy." 

Anthony Robbins. M.D,, "Biologic Warfare Testing," Hearing: Committee on 
Armed Services, House of Representatives, May 3, 1988 

Despite the fact that vaccines are unlikely to provide a robust defense against known 
biological agents and aie even less likely to provide a defense against novel, genetically 
engineered agents. Congress appropriated $322 million in 1997 for the Joint Vaccine 
Acquisition Program. Its goals are to develop new vaccines for more than ten known 
biowarfare pathogens and administer the vaccines to all US sen/icemembers. 

The anthrax vaccine immunization program can be regarded as the introduction to this 
much larger, and less well-known, program. FDA has stated publicly that it will expedite 
licensing for these biowarfare vaccines. 

Are we already embarked on a misadventure that will dwarf the anthrax vaccine program 
in cost, futility, and medical repercussions? 
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Addendum to the testimony of Meryl Nass, MD 

Committee on Government Reform 

Subcommittee on National Security, Veterans Affairs and International Relations 
Hearing on Anthrax Vaccine Safety, April 29, 1999 

As a general principle, is vaccination a good defense against biological 
warfare? 


What if a vaccine was 100% effective against all natural strains of anthrax, which nobody 
claims? An enemy would simply choose another biological agent: one that occurs 
naturally or one created using genetic engineering. 

The Defense Advanced Research Projects Agency (DARPA) identified 65 naturally- 
occurring biological and toxin warfare agents directed against humans: there exist 
vaccines for less than ten of these. 

"It takes 1 8 months to develop a weapons-grade (biological) agent, and ten more years 
to develop a good vaccine againsi it." 

William Patrick, former head of the Biowarfare Program. Fort Detrick New 
York Times, November 3, 1998. 

The plethora of real and constructible microbial pathogens, and the numerous ways 
in which exposure to them can occur, makes development of agent and route-specific 
defenses both foolish and futile.” 

Jay Jacobson, M.D., "Biologic Warfare Testing,” Hearing: Committee on Armed 
Services, House of Representatives. May 3, 1988 

"One cannot overstate our inability to deal with novel agents . , . (To) unprepared 
public health authorities who know nothing of the weapons’ origins, its structure, its 
pathogenic mechanism and transmission, the task of producing a vaccine or drug and 
doing it very rapidly is almost impossible . . . Today the number of polential agents 
has multiplied to the point where it is no longer possible to plan or respond with 
defenses. There is no public health or medical strategy.” 

Anthony Robbins, M.D., “Biologic Warfare Testing,” Hearing Committee on 
Armed Services, House of Representatives, May 3, 1988 

Despite the fact that vaccines are unlikely to provide a robust defense against known 
biological agents and are even less likely to provide a defense against novel, genetically 
engineered agents. Congress appropriated $322 million in 1997 for the Joint Vaccine 
Acquisition Program. Its goals are to develop new vaccines for more than ten known 
biowarfare pathogens and administer the vaccines to all US servicemembers. 

The anthrax vaccine immunization program can be regarded as the introduction to this 
much larger, and less well-known, program. FDA has staled publicly that it will expedite 
licensing for these biowarfare vaccines. 

Are we already embarke d on a misadventure that will dwarf the anthrax vaccine program 
in cost, futility, and medical repercussions? 
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F-«3 lOOM 10/90 Rev. 10/87 

ANTHRAX VACCINE ADSORBED 
DESCRIPTION 

Antfarzx Vacdne Adsorbed is a sterile product 
made from filtrates of mleroaerophilic cultures of au 
aviruleuL, nonmcapsulated strala of BadUxa an- 
thiads whK± daborates the protective antigea dor* 
inf the trowth period. The cubnres are grown In ■ 
cynthedc liquid medjuxn and the.flaal product is 
prepared from the sterile filtered oiltide fluid, “nie 
patency of this product is confirmed according' to 
the U^. Food and Drug regulations (21 CFR 
620.23): Addidonal Standards for Anthrax Vaccine 
Adsorb. The fmal produa contains no mote than 
2.4 mg aluminum hydroxide (equivalent to 0dt3 mg 
tluminnm) per 0 J cc dote. Formaldehyde, in a final 
conoentratioo not to exceed 0.02ar«, and 
beuzethonium chloride, 0.(X}25^a, are added as 
preservatives. 

CLINICAL PHARMACOLOGY 

Anthrax Vacdne Adsorbed is used in man to pro* 
mote increased resittenee to BacOha anthraca by ac- 
tive immunization ( 14 )- 

INDICATIONS AND USAGE 

Immanizaiiou whh Anthrax Vacdne Adsorbed is 
reooinni ended for Individoals who may come in con- 
tact with animal products such at hides, hair, or 
banes which comt from anthrax endemic areas and 

may be contaminated with Bcdliusanshraeb spores: 
and for Individuals engaged in diagnoetic or in- 
vestigatioaal activities whldi may bring them into 
contact with B. anthracis spores (1-S). It i; also 
recommended for high risk persons v nrh as 
veterinarians and others handli^ potentiaily in- 
fected animals. Since the risk of exposure to anthrax 
I n foetlon in the general population is sligbi, routine 
■mmunizalicQ is not tacommended. 

If a person has not previously been immunized 
against anthrax. Injccdou of this product following 
etposure to anthrax hscilli wflj not protect against 
hifectloa. 


CONTRAINDICATIONS 

A history of a severe reactioo to a previous dom of 
anthrax vacdne is a contraindication to Immuniza- 
tion with this vacdne. 
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WARNINGS 

1 . Asy tcute retpimoiy dItesM or otbcr active izt- 
fection is geaerallj oossdered to be adeqsatc 
leasoo for deferring an injecdon. 

2 . Penoof reodving cortJco-^teroid therapy or 
other agents winch woold tend to depress the im- 
mnne response may not be adequat^ hsmamz- 
ed with the dosage schedule recommended. If the 
therapy is short termed, fanmnahatkm shonM be 
dday^ If the tboapy k long termed, an extra 
dose of vaodae ahookl be ghren a month or mote 
after therapy is (fisoondnsed. 

rRECAtmONS 


1 . 0<nenaL- Epinephrine solntiaa, 1:1000, shoold 
always be availafale for ImmediMe use In case an 
anaphylactic reaction abould occur, even though 
such frarrtons are rue. 

2 . Otrdnogtnesls, MuUfettesis, Impairment of 

PertUlTy: Studies have not been performed to 
tscenaln whether Anthrax Vaccine Adsorbed 
has carcinogenic actlaa, or any effect on fertiEty . 

3 . Pregnancy: PREONANCT CATEGORY C. 

ANTHRAX vaccine ADSORBED 
Animal reproduction atudina have not beea eon> 
ducted with Anthrax Vaedne Adsorbed. It it alto 
not known whctijcr Anthrax Vaedne Adsorbed 
can cause fetal harm when administered to a 
pregnant woman or can alTeo reproduction 
capacity. Anthrax Vaedne Adsorbed abould be 
. given to a pregnant woman only if deariy need- 
ed. 

4 . Pmdiacrie Use: Tfais antigen should be ad- 
mintt tered only to healthy men and women from 
18 to 6} yean of age because Investigations to 
have been conducted atdusirely in that 
populatioa. 


ADVERSE REACTIONS 

liocal Kcsctloiu: MUd loca] reactions occur in ap. 
Prradmatdy thirty per cent of redpienu and 

.t i-2 on in diametff, pins 

*1^ ^ tendememd). This reaction usually oc- 
^ within 24 hours and begins to subside by 48 

hotOT. Occasionally, the erythema increases to 3 to 5 

cm in dia m e t er. Local reactions tend to increase in 
•svcrlty by tho 5th InJoctioG and then may 
*n »cveilty with tabsequcQt 
Mod/^e local reactions which occur In 4 pa cent 
of tedpienii of a second injection are defined by an 
taflammatory reaction greata than 5 an dlamto. 
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Tliese may b« pruntic. Subcutaneoui fioduUs may 
occtir u the i^ecdoD site and persist for several 
weeks in a few persons. A moderate local reaction 
can occur if the vaedne is given to anyone a 
past history of anthrax infecdoa. 

More severe local reactions are less frequent and 
consist of ectesstve edema of the forearm in addi- 
tion to the local Inflammaioty reactioo. 

All local reactions have be^ teveistbie. 

Systeniic Reactions: Systemic reactions vdiidi oc- 
cur in fewer than 0.2 per cent of recipients have heca 
characterized by malaise and lassitude, fhilk and 
fever have been reported in only a few cases. In such 

instances, mununtzation should be discontinued. 


DOSAGE AND ADMINISTRATION 
Dosage 

Primary immunization consists of thtle 'sub- 
cutaneous injections, 0.5 ml. given 2 weeks 
apart foQow^ by three additional subcutaneoos In- 
jections, Od mL each, given at 6, 12 tad 18 
months(l). 

If imm unity It to be maintained, subsequent 
booster injections of 0.5 ml. of anrhiwr vaccine at 
one year intervals are recommended. 

Admin tstration 

1 . Use a separate sterile needle and syringe for each 

p a tien t to avoid transmission of viral hepatitis 
and other infecdoos agents. 

2 . Shake the bottle thoroughly to easure that the 

suspension is homogeneous during withdrawal. 
The rubber stopper should be treated with an ap- 
propii&te disinfectant end allowed to dry before 
inserting the needle. 

3 . This preparation must be given snbcntaneously 

after cleansing the orertying skin with on anti- 
septic. 

4 . Follow the usual prec a utions to avoid in- 
travenons injection. 

5 . After withdrawing the needle, the mjection site 

may be massaged briefly and gently to promote 
dispesol of the vaccine. 

6 . The same site should not be used for more than 

one injection of this vaedne. 

7 . Do not syimge-mu with any other product. 

§ . Parenteral drug products should be tnapccted 
visually for particnlate mattqr and discoloration 
prior to admtnisuarioQ, whenever solution and 
container pemlt. 
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HOW SDPPLIEP 

Antbnx Vaccine Adaodieci is supplied in 5 mL 
vials oontaioins 10 doses each. 

STORAGE 

TmS PRODUCT SHOULD BE STORED AT 2 
TO 8*C (33.6 to 46.4 TF). Do not freeze. Do not use 
after the acpirtdon date ^en on the package. 

SEEESENCES 

1 . Brachman, P.S., ef. c/. Held Evaiuadoa of a 
Human Anifanx Vaceiae. Amer. I. Pub. Health, 
5^:632-645 (1962). 

2 . Editorial: Vaccine Against Anthrax. Bdt. Hed. 
J„2.-717-718a963)- 

3 . Advisory ConuniUee for Ifflinnmzation Pnxii. 

tioes. Adult Immunization, Morbidity and Mor- 
tafity Report, SJ(1S)'JS-U. 19U. 

4 . Cotmnioee on Immunizadoti, Guide for Adult 

Immunization, I98S, Amer. CoL Physicians, 
Philadelphia, PA (1985). 

5 . Report of Committee on Infectious Diseases, 

i9th Edidon, Amer. Acad. Pediatrics, Evanston, 
O, (1982). 

These recommendations arc prepared by the 
Michigan Department of Public Health only for the 
guidance of Ae physidan. They do not replace the 
czpcrienoc and judgment of the physician, who 
shooid be familiar with the recent pertinent medical 
literature before administering any biologic product. 


Maaufactnrcd by 
MICHlCAfi DEPARTMENT OF 
PUBUC HEALTH 
Lansing, Michigan 48909 
tJ.S. Lieeflie No. 99 
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Mr. Shays. Thank you, Dr. Nass. That is very comprehensive 
and helpful. Thank you. 

Now our next three witnesses are civilians who have taken the 
anthrax vaccine. Is that correct? 

Ms. Groll. Correct, sir. 

Mr. Shays. And we will start with you, Ms. Martin-Allaire. 

Ms. Martin-Allaire. I would like to thank Congress for express- 
ing an interest to the anthrax vaccination immunization program 
and allowing me the opportunity to speak about my experiences of 
adverse reactions to the anthrax vaccination and problems seeking 
medical care I have incurred as a civilian. 

My name is Randi Martin and I am a civil service technician at 
the noth Fighter Wing Air National Guard Base, located in Battle 
Creek, MI. I received my first anthrax injection on September 18, 
1998, for a volunteer overseas deployment, which was scheduled to 
deploy on November 11th, 1998. The second injection was adminis- 
tered on October 2nd, and a third on October 16th. 

According to my shot record, all injections were from lot FAV030. 
During this timeframe our base was preparing for an operational 
readiness inspection, which was scheduled for October 17th to the 
23rd, 1998. I felt tired, sluggish, and slow during this timeframe, 
but associated it to the numerous hours of overtime and stress that 
comes with any inspection with the military. 

On March Idth, 1999, I received my fourth injection. The lot 
number I received is yet to be determined. The next couple of days 
after my injection I felt sluggish, tired, and a little disorientated. 
However, I considered that to be normal with past experiences of 
inoculations. On March 17th, I realized this was no longer normal. 
I was so tired I could not get out of bed. My days for the next week 
consisted of numerous hours of sleeping. I was awakened only to 
eat. 

The following 2 weeks, I attempted going to work a couple of 
times, but lasted only for a couple of hours each day and then had 
to leave. The reasons were I was too tired, my head felt like it was 
going to explode, my abdominal cramping had me doubled-over, or 
I was just too disorientated. 

I began to notice that my memory seemed to be getting worse as 
I could not remember passwords to programs that I use everyday 
at my work. 

On March 31st I went to the emergency room with the com- 
plaints of abdominal cramping, my body was running hot and cold 
in temperature, a severe headache, shortness of breath, and feeling 
nauseated. I told the doctor I thought it was a reaction to the an- 
thrax vaccination. The doctor inquired why I was not at a military 
hospital as they did not know anything about the anthrax vaccina- 
tion. 

I informed him of our situation at our base, where there is no 
full-time medical physician available. In his willingness to help, he 
looked through the immunization pamphlets but could find nothing 
on the anthrax vaccination. This is the second time on the civilian 
side I have run into this. The doctor called the CDC only to get the 
answering machine. He left a message, told me to go home and he 
would call me back when he had an answer. 
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I left the emergency room with no answers, but at least had a 
prescription for Motrin. While waiting for a call from the hospital, 
I was having a conversation with my father. I could not complete 
sentences without having to stop and gasp for air. I was so winded 
I literally felt as though I was going to pass out. The hospital 
called me in about an hour with the number the CDC gave them 
to give to me. 

I called the number but did not catch where I called. I was talk- 
ing to a woman by the name of Kathy who seemed very nice and 
wanted to know what my symptoms were. When I started stating 
them, she interrupted me to say that some of the reactions had not 
previously been reported as adverse reactions from the vaccine, so 
she was not going to report some of my symptoms as being any 
type of adverse reaction. 

Her response was I must have caught a virus because symptoms 
associated with the vaccine last 2 to 3 days and not 2 weeks. I told 
Kathy of my situation, that doctors were not aware of the anthrax 
vaccination and did not know what to do for me. Kathy’s response 
was, they haven’t heard of the anthrax vaccine? You must live in 
a small town. Don’t they watch TV? 

I asked where I called, and she told me the Department of De- 
fense. It then became clear to me how the DOD can state there are 
few adverse reactions associated with the vaccine. How can you 
begin a trend of adverse reactions when the DOD states they will 
not report them? 

On April 2nd, our vice wing commander. Colonel Seidel, called a 
meeting with individuals from the group who received the fourth 
injection. It was discussed during this meeting that actions were 
taking place to get us down to Wright Patterson Air Force Base, 
located in Ohio, the closest military hospital. There seemed to be 
a lot of legality issues, considering we were civilians and this was 
a military issue. 

Colonel Seidel stated that the soonest we were able to get to 
Wright Patterson to see a military allergist was April 23rd. How- 
ever, he was trying to get us in sooner as he found this date to be 
completely unacceptable. 

On April 7th, the first group of four left Battle Creek Air Na- 
tional Guard Base at 7:45 a.m. to Wright Patterson to see the mili- 
tary allergist. During my examination, the allergist examined my 
ears, eyes, nose, and throat, felt my abdomen, checked my reflexes, 
and examined my VAERS report. I received a chest x ray at my 
request. I was told I was fine. During this time, the allergist was 
aware of my symptoms. The allergist stated in my medical record 
that I had a local reaction and to followup with my civilian doctor. 
Subsequently, two civilian physicians that I have seen so far know 
nothing about this vaccination. We returned to our base at 11:30 
p.m. still with many questions and no answers. 

April 14th in the morning I was feeling very ill. I had abdominal 
cramping, a headache, and was feeling extremely nauseous. I went 
in at 8 a.m. to inform my boss that I was leaving ill. The response 
was that I needed to watch my sick leave as I was in the hole. My 
sick leave available balance seemed to be the only concern, even 
though she was previously made aware of the problems I was expe- 
riencing from the vaccination. 
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My position at work requires you to be multi-task orientated. 
Since coming back to work, I am unable to accomplish this. I can 
now only do one task at a time, as it takes every bit of concentra- 
tion to focus on just the task at hand. One month after the injec- 
tion, I am still having continuous headaches, which medication no 
longer has any effect on. I am still having abdominal cramping; I 
am still feeling nauseous; I am experiencing memory problems; and 
I am continuously tired. I cannot walk up a flight of stairs without 
becoming winded. My joints are achy when they are bent for longer 
than a couple of minutes. I have extreme lower back pains, and 
just recently have developed back spasms. I have gained nearly 20 
pounds in IV 2 months. I have absolutely zero tolerance for anybody 
or for anything. I do a lot of typing at my job. Normally I can type 
75 words per minute. Now if I type more than 5 minutes, I find 
myself needing to stop as all of my fingers seem to tighten. I am 
only 25 years old and this should not be happening. I was off work 
for nearly a month with the only explanation being I have caught 
some kind of a mysterious virus that no one can explain or yet de- 
tect. 

I was on antibiotics at the time I received my fourth injection, 
and was never asked if I was on any type of medication or anti- 
biotics. A VAERS form was never shown to us or offered. We found 
our own VAERS form on the internet, filled it out ourselves, and 
sent it forward. I never even knew a VAERS form existed, and I 
have been in the military for 8 years. I have recently learned that 
our base clinic was never aware of a VAERS form due to the fact 
that it is not a military form. The lack of knowledge for a man- 
dated program that has been displayed by the “key personnel” has 
been completely appalling. 

The medical treatment that was given down at Wright Patterson 
to myself was nothing short of get her in and get her out. The De- 
partment of Defense’s response of not reporting some of my reac- 
tions I find very troubling. Due to the fact that I was cutoff from 
the DOD, I never even finished stating all of my symptoms. 

I have found the situation I am in puzzling, that consideration 
on what to do if a technician or Guardsman becomes sick was 
never taken. This seems like an important step missing considering 
it is now mandatory for military personnel, active duty or civilian. 

There seems to be no answers to my questions on why I am feel- 
ing the way that I am feeling. The only responses are the vaccine 
is safe, has been routinely used for 30 years, and will protect me 
in bio- warfare. My concerns from this vaccination are legitimate 
concerns. If reactions get worse after each injection, with what I 
have experienced on the fourth injection, what am I going to have 
to look forward to on the fifth injection? The sixth? The annual 
boosters? Why are my symptoms being categorized as local, which 
consists only of swelling from the elbow to the shoulder and a sore 
arm when there are clearly more reactions involved? How many 
other soldier’s reactions are being classified lower than what they 
really are? There are too many unanswered questions associated 
with this program. And there are too many vague responses. 
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I am neither a medical physician nor a scientist; however, I feel 
I am the most qualified to know what is going on with my own 
body. I know what my health is now as opposed to where it was 
before I started taking the anthrax injections. There is a massive 
difference, and there is something wrong. 

Thank you. 

[The prepared statement of Ms. Martin-Allaire follows:] 
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I would like to thank Congress for expres^g an mtwcst to the Anthrax Vaccination 
Immunization Program (AVIP), and ^owii^ me the opportunity to speak about my experiences 
of adverse reactions to the Anthrax vaccination, and problems seeking medical care I have 
incurred as a civilian. My name is Randi Martin, and I am a civil service technician at the 1 10th 
Fighter Wing Air National Guard Base located m Battle Creek, MI. I receive my first Antluax 
injection on September 1 8, 1 998 for a volunteer overseas deployment which was scheduled to 
deploy on November ! 1, 1998. The second injection was administered on October 2nd, and the 
third on October i6th. According to my shot record, all injections were from lot FAV030. 

During this time frame, our base was preparii^ for an Operational Readiness Inspection, which 
was scheduled for October 17-23, 1998. I fell tired, sluggish and slow during this time frame, 
but, associated it to the numerous hours of overtime, and stress that comes with any inspection 
with the military. On October 18th, two days after the 3rd injection, during one of our condition 
“blacks” (foil MOPP gear). I was under the mask for about ten minutes. I started to feel light 
headed and dizzy as I was sitting on a stool, and dropped to my knees. One of my supervisors, 
MSGT Tom Starkweather, took off my mask so 1 could get air. One of the inspectors saw the 
situation, and took me outside for fresh air. He wanted me to stay outside for ten minutes. I 
didn’t know what was the matter, a.s I have never had to take off my mask during any exercises 
because I couldn’t breathe, or for any other reason. I felt like I was just being a wimp, so joining 
the rest of the group in the exercise was my first and foremost concern. I joined the group earlier 
than advised, and just kept telling myself to “suck it up, and drive on”. I feel this was a very 
important point to make, considering that I have never had a problem with any MOPP exercises, 
aixl this iwticular problem actually made me have to take off try gas mask. 

On March 1 4ih, 1 999, 1 received my fourth injection. The lot number I received is yet to be 
determinwi. My official shot record states that I received lot FAV0306. (See attachment A) 
When I questiot^d our clinic and my commander, Maj Dvorak, I was informed that there was an 
administrative error, and that I actually received lot FAV036. The next couple of days after my 
injection, I felt sluggi^ tired and a little disorientated, however considered that to be normal. 

On March 17th, 1 reaUzed this was no longer normal. 1 was so tired I could not get out of bed. 
My days for the next week consisted of numerous hours of sleeping. 1 was awakened only to eat. 
The foEowing two weeks, I attempted going to work a couple of times, but lasted only for a 
couple of hours each day, and then had to leave. The reasons were I was too tired, my head feh 
like it was going to explode, my abdominal cranking had me doubled over, or I was just too 
disorientated. I began to notice that my memory seemed to be getting worse, as I could not 
remember passwords to programs that I use everyday at my work. 

On March 31st, I went to the emergency room with the complaints of abdominal cramping; my 
body was running hot and cold in temperature, a severe headache, ^rtness of bre^h and &eling 
nauseated. I told the doctor I felt h was a reaction to the Anthrax vaccination. The doctor 
inquired why I was not at a military hospital, as they did not know anything about the anthrax 
vaccinatioiL 1 informed him of our situation at our base whfeh is that we have no fuE time 
medical physician available. In his willir^ness to help, he looked through their immunization 
pamphlets, but could find nothing on the anthrax vaccination. This is the second time on the 
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civilian side I have run into this situation. He called counterparts, and they did not know arching 
about the immunization. He called Poison Control Center who did iK>t know what to do, 
however gave him the number to the CDC. He then called CE)C only to get the answering 
machine. He left a message, and told me to go home and he would caU me when he had an 
answer. I left the emergency room with no answer, but had a prescription for Motrin. While 
waiting for a call from the hospital at home, 1 was having a conversation with my &ther. I could 
not complete sentences without having to stop and gasp for air. I was so winded, I literally feh as 
though 1 was going to pass out. The hospital called me in about an hour with a number the CDC 
told them to give to me. I called the number but did not catch where I calfed. I was talking to a 
woman by the name of Kathy who seemed very nice, and wanted to kiK)w what my syn^toms 
were. When I started statii^ them, she interrufrted me to say that some of the reactions had not 
previously been reported as adverse reactions fiom the vaccine, so she was iK>t goii^ to report 
some of my symptoms as beii^ any type of adverse reaction. Her re^x}nse was I must have 
caught a virus, because syiiq)toms associated with the Anthrax vaccine lasts 2-3 days, iK)t 2 
weeks. I told Kathy of my situation that doctors were not aware of the Anthrax vaccination, and 
did not know what to do for me. Kathy’s re^nse was, “They haven’t heard of the Anthrax 
Vaccine? You must live in a small town? Don’t they watch T.V.?” I asked where I called, and 
she told me the Department of Defense. It then b^:ame clear to me bow the IDepartmenl of 
Defense can claim there are few adverse reactions associated with the vaccine. How can you 
begin a trend of adverse reactions, when the [)e{^ment of Defense states they will not report 
them? I received a call from TSGT Dave Churchfli on March 31st. Our vice wii^ commander. 
Col Seidel just heard word of our situation. He wanted a report on v^ial happened from the 
time of injection up to now, (March 31st), of events that took place with our chain of command 
and medical fecUity. (See attachment B) 

On April 2nd, Col. Seidel called a meeting with the individuals from the group who received the 
fourth injection. I was off sick that day, fcnit came in for the meeting. It was discussed during this 
meeting that actions were taking place to get us down to Wright Patterson Air Force Base, 
located in Ohio, the closest milhary hospital. There seemed to be a lot of legality issues 
considering we were civilians and this was a milhaiy issue. CoL Seidel stated that the soonest we 
were able to get to Wright Patterson to see a militaiy allergist, was April 23rd. However, be was 
trying to get us in sooner, as he found this date to be unacceptable. 

On April 7th, the first group of four left Battle Credc Air National Guard Base at 7:45 a.in. to 
Wright Patterson to see the military alleigist. We were to take either sick or annua] leave and be 
placed on a military non-pay status for our trip. During my examination, the allergist examined 
my ears, eyes, nose and throat, feh my abdomen, checked my reflexes and examined my VAERS 
report. 1 received a chest X-ray at my request. I was told 1 was fine. During this time, the 
allergist was made aware of my syn^toms. (See attachment B) As the allergist from Wright 
Patterson was looking through my medical re(x>Fd, be noticed I was in a car accident in 1994, had 
a concussion and experienced a headache as a renih. His interpretation of my continuous 
headaches was associated back from four years ago. When I was twelve, I stood up to fest, and 
experienced a dizzy speU, which per his interpretation, explains why thirteen years later I am 
having balance problems. The allergist stated in my medical record that I had a local reaction, and 
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to follow up with my civilian doctor. Subsequently, two civilian physicians that I have seen so far 
know nothing about the vaccination. 

We returned to our base as 1 1 :30 p.m., still with many questions and no answers. I came into 
work the following day at 9:00 a.m. for a couple of hours and then had to leave early, still sick. 

April 1 4th in the morning, I was feelii^ very ill I had abdominal cramping, a headache and was 
feeling extremely nauseous. 1 went in at 8:00 a-m. to inform Maj Dvorak, that I was leavii^ ill. 
Her response was that I needed to watch my sick leave as I was in the hole. My sick leave 
available balance seemed to be the only concern, even though I previously made her aware of 
problems I was experiencir^ from the vaccination. (See attachment C) I finished the week of 
work with he^) from motrin, ibuprofen and vivarin. 

My position at work requires you to be muititasked orientated. Since coming back to work, I am 
unable to accomplish this. I can now only do one task at a time, as it takes every bit of 
concentration to focus on just the task at hand. One month after the injection, I am still having 
continuous headaches which medication no bnger has any effect on. I am still having abdominal 
cramping. I am still filing nauseous. I am experiencing memory problems. 1 am continuously 
tired. I cannot walk up a fl^t of stairs without becoming winded. My joints are achy when 
they’re bent for longer than a couple of minutes. I have extreme lower back pains, and just 
recently developed back spasms. I do a lot of typii^ at my job. Normally, I can type 75 words 
per minute. If I type more than five minutes, I find myself needing to stop, as all my of my fingers 
seem to tighten. I am only 25, and this should not be happening. 

I was off work for nearly a month with the only explanation being I have caught a mysterious 
virus that no one can explain, or yet detect. There previously had been no follow up by our clinic 
with any of the personnel receiving this anthrax injection during the first three injections. After 
the complaints started after the fourth iiyection, most individuals were given an appointment to 
see our medical liaison. Our base does not have a full time physician, so, we had to wait until drill 
weekend which was scheduled April 10-11 to see them. I however, never received an 
appointment for this nature. I was on antibiotics at the time I received my fourth injection, and 
was never asked if I was on any type of medication or antibiotics. A VAERS form was never 
shown to us or offered. I found my own VAERS form on the Internet and filled it out myself and 
sent it forward. I never even knew a VAERS form existed, and I’ve been in the military eight 
years. I’ve recently learned that our base was never aware of a VAERS form due to the fact that 
it is not a military form. 

The lack of knowledge and concern for a mandated program that has been displayed by the “key 
personnel” has been completely appalling. (See attachment D) The medical treatment that was 
given down at Wright Patterson to myself was nothing short of get her in, and get her out. The 
Department of Defense’s response of not reportii^ some of my reactions I find very troubling. 

Due to the feet that Kathy at the Department of Defense interrupted me, I never even finished 
stating all of my symptoms. 
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I have found the situation 1 am in puzzling that consideration on \^tat to do if a Technician or 
Guardsman becomes sick was never taken. This seems like an in^rtant step missing considering 
it is now mandatory for military personnel, active duty or civilian. 

There seems to be no answers to questions on wlty I am feeling the way I am feelii^. The 
only responses are the vaccine is safe, it has been routinely used for thirty years, and will protect 
me in bio warfere. My concerns from this vaccination are teghimate concerns. 

1 . How come there have been no studies to 6nd out if this vaccination causes cancer, has any 
long-term health effects, or caus^ infertility? Shouldn't thirty years be a long enou gh time to 
answer these questions? 

2. If reactions get worse after each injection, with what I’ve experienced on the 4th injection, 
what am I going to experience on the fifth injection? The sixth? Annual boosters? 

3. Why are my symptoms being categorized as local, which consists onfy of swelling from the 
elbow to the shoulder, and a sore arm, when there is clearty more reactions involved? How 
many other soldier’s reactions are being classified lower than what they really are? 

There are too many unanswered questions associated with this program, and there are too mai^ 
vague responses. 

The research I have done in this past month makes me wish I had done so beforehand. I am 
neither a medical physician, nor a scientist; however, I feel I am the niost qualified to know what 
my body is experiencing. I know what my health is now as opposed to where h was before I 
started taking the Anthrax injections. There is a mass difference, and there is something wrong. 
The bottom line is that the way I am feeling now is at the haiwl« of the Anthrax Vaccine 
Immunization Program. 
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Mr. Shays. Thank you very much. That is a very powerful state- 
ment. And I am sorry for what you have encountered. At least in- 
formation should he available to you. 

Ms. Groll. 

Ms. Groll. Mr. Chairman and members of the committee, I sin- 
cerely thank you for your interest in the anthrax vaccine immuni- 
zation program and for allowing me to testify today on the effects 
and obstacles I have faced since starting this vaccine program. 
Please note that any opinions I express are my own and in no way 
reflect the opinions of the Michigan Air National Guard or those 
of my superior officers. 

I am currently a technical sergeant in a civil service GS-9 man- 
agement and systems analysis, assigned to the 110th Logistics 
Squadron, Battle Creek, MI. I received my first of the anthrax se- 
ries on September 18th in preparation for a possible voluntary de- 
ployment to Qatar. The deployment was voluntary, and the vaccine 
was a prerequisite to the deployment. I acted on blind faith in the 
Department of Defense, my superiors, and trusted in the individ- 
uals I felt qualified to administer the vaccine. 

Following the first two shots of the series, I noticed I was ex- 
tremely fatigued and nauseous; however, during the same period of 
time I was working numerous hours in preparation for an upcom- 
ing operational readiness inspection. I attributed the symptoms to 
the extra hours and stress, not to the vaccine. 

On October 16th, I receive No. 3 of the inoculation series. Coinci- 
dentally, this inoculation coincided with the beginning of the ORI. 
The third inoculation not only enhanced the same symptoms, but 
I also noticed I was becoming increasingly short-tempered, emo- 
tional, nauseous, experienced loss of appetite, and achy joints. Once 
again I attributed this to the stress and the long hours of our in- 
spection. 

For the following month, my health continued to become progres- 
sively worse, until finally I sought medical attention on November 
12. I was then placed on antibiotics and antidepressants for chronic 
fatigue. 

On March 14, I was notified that our clinic was waiting for our 
group to report to the clinic for our fourth anthrax vaccination. 
Upon our arrival at the clinic, the medical personnel were quite 
agitated and appeared unorganized. For the first time, I felt appre- 
hensive about receiving this or any other vaccine. We questioned 
the medical staff as to why we were receiving our shot early. We 
were told that it was OK as long as we received it within a 24-hour 
window. 

We were given our inoculation and sent to the holding area. 
While waiting to be released, I noticed that my shot record indi- 
cated the date of inoculations as March 16th. This was March 14th. 
I compared my records with the other individuals present and 
theirs also reflected the 16th. 

Sergeant Martin questioned Major Jermeay on why the date read 
the 16th. He appeared upset, collected our shot records, and dis- 
appeared. When he returned with our shot records, the dates had 
been changed to reflect the date of inoculation as March 15th. It 
is still the 14th. 
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We once again questioned him on this, and we were told the date 
was within the 24-hour period recommended by DOD so that it was 
OK. My shot records also indicate that I have received all four lots 
from lot FAV030, which would indicate that my final inoculation to 
be from an expired vaccine. 

Mr. Shays. Excuse me a minute. 

[Pause in testimony while chairman confers.] 

Ms. Groll. That evening I started to feel ill: chills, fever, and 
nausea. My symptoms increased over the next few days to include 
headache, dizziness, diarrhea, and abdominal pain. On Wednesday, 
March 17, as non-commissioned officer in charge of the base honor 
guard, I was rendering services — honors at a memorial service for 
a former member of the U.S. Air Force. During the memorial serv- 
ice, I developed tremors and dizziness. I went home immediately 
following the services. The next few days were again spent in bed. 

By Friday, March 19, my symptoms had increased to include 
shortness of breath. Once again I sought medical attention. During 
the medical evaluation, I stated that I had received my fourth an- 
thrax inoculation on Sunday, March 14th. My physician imme- 
diately ordered blood work, urinalysis and referred me to an infec- 
tious disease and pulmonary specialist. Upon consultation with 
him, he in turn referred me to neurologist for my tremors and ad- 
vised me that I was having an adverse reaction to the vaccine and 
that I needed to inform my supervisors so they could complete the 
necessary paperwork. He also advised me not to have any further 
vaccinations. 

Later that day I informed my supervisor, the first link in my 
chain of command, what I had been told by my doctor. He in turn 
passed it up the chain. The following day, March 24th, I received 
a phone call at home from my supervisor stating the information 
had been passed along to the chief of supply, the Group com- 
mander, and also to the senior medical technician. He further re- 
quested that I call senior master sergeant Keller as he indicated 
that she was confused as to why the clinic would need to complete 
forms, the VAERS forms. 

He further stated that I should not have to use my civilian leave 
for this illness since it was related to the military and that the clin- 
ic, in his opinion, should be completing a line-of-duty investigation. 

He also informed me that he had discussed the situation with 
Lieutenant Colonel Allen and that he would have our squadron 
commander. Major Karen Dvorak, research the issue once she re- 
turned from Texas on March 30th. 

I feel it is important to recognize at this time that we as a group 
were placed on annual training order for each of our inoculations 
with the exception of the fourth inoculation, which we were in unit 
training assembly status. We were told originally that we needed 
to be on military status to receive the vaccine. This is in case we 
had an adverse reaction 

Mr. Shays. Let me say that you are trying to accommodate us 
by reading fairly quickly, and so I realize that you — ^you can slow 
down just a spec, but it is very interesting testimony. 

Ms. Groll. Thank you, sir. 
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We were told that we needed to be in military status to receive 
the anthrax vaccine. In case we had an adverse reaction to the in- 
oculation, the military would be responsible for our medical care. 

On April 7, I was scheduled for a 1 o’clock appointment with 
Colonel Dr. Garramone from Wright Pat Air Force Base. Dr. 
Garramone questioned me thoroughly concerning my symptoms 
and performed what I thought to be a thorough examination, in- 
cluding a pulmonary exam. I feel it is important to note that out 
of the 11 individuals that were examined by the medical personnel 
at Wright Patterson Air Force Base, I was the only one Colonel 
Garramone examined. 

Colonel Garramone recommended that I be examined by a neu- 
rologist and personally escorted me to the neurology clinic. How- 
ever, they were unable to see me until the next day at 8 a.m. Colo- 
nel Garramone then telephoned Battle Creek at 2 p.m. and talked 
with Lieutenant Colonel Barker, support group commander, re- 
questing that I be allowed to remain until the following day to be 
examined by the neurologist and to have further blood and urinal- 
ysis work completed. 

By 4:45 p.m., the others had completed their examinations and 
their laboratory work. However, we were still waiting for a decision 
from Battle Creek on if we could stay for further testing the fol- 
lowing morning. It was inevitable that — obvious, that supervision 
could not make that decision. 

Between 4:45 and 5:15, Colonel Garramone made the decision 
that he was going to send us home. He prescribed a pain medica- 
tion and completed an Air Force form, form 422, a physical profile, 
indicating that I had a possible neurological reaction to the anthrax 
vaccine and to also rule out fibromyalgia. 

He talked further with Colonel Seidel and informed him, since he 
was sending us home, that I needed to be followed up with a mili- 
tary neurologist. We arrived home in Battle Creek at 11:30 that 
night very exhausted. It was very apparent that very little prepara- 
tion had gone into preparing us for this trip. 

The remaining few weeks since my fourth inoculation had con- 
sisted of several more doctor visits, all civilian, and numerous diag- 
nostic tests being performed. As of this writing, I have worked 19 
hours since March 17th, 1999, and have used close to 400 hours of 
my civilian leave overall due to what I feel is due to the anthrax 
vaccination. 

I am still suffering chronic fatigue, shortness of breath, memory 
loss, weight loss, mood swings, abdominal pain, occasional nausea, 
and diarrhea, and tremors in my right arm. 

Today, I have not been notified of if or when I will be scheduled 
up for the followup with a military neurologist that was rec- 
ommended on April 7th by Colonel Garramone at Wright Pat. 

I am not, and would never profess to be, a qualified medical pro- 
fessional; however, I do feel as though I am in touch with my own 
body and I know that something is wrong. I have taken my career 
seriously, devoting 14 years of my life playing a role in the defense 
of our great Nation. Throughout my tenure with the 110th Fighter 
Wing, I have always been amongst the first to volunteer to support 
the mission, always challenged myself to go above and beyond what 
is required of my position. 
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Unceasingly devoting numerous hours to the base honor guard 
and to other community service events. However, the events of the 
past few weeks have tarnished my faith in my unit and in the De- 
partment of Defense. I feel as though I have been misinformed and 
betrayed by the same country I seek to defend. 

It is my impression through my own research that the anthrax 
vaccination immunization program belongs to and the success lies 
with the line commanders, yet, whenever a question has been ad- 
dressed to our commander, they have repeatedly gone unanswered. 
Furthermore, I find it extremely disheartening that the only supe- 
rior officer within my unit who has shown any concern for us what- 
soever has been Colonel Roger Seidel. The response, lack of knowl- 
edge, and inaccurate recordkeeping from the medical squadron has 
been deplorable. 

I consider trust, integrity, and accountability to be a vital link 
between all leadership and employees. Is it possible that leadership 
is not taking an active role in these three values? Is it possible that 
this is why service men and women are choosing to defy a lawful 
order and not to be inoculated with the anthrax vaccine? 

I personally was very hesitant to testify in this hearing today for 
fear of reprisal. It is only through the encouragement of my family 
and friends that I was convinced that I need to come forward with 
my experiences. The reality is that numerous individuals are be- 
coming ill following the anthrax vaccine. Numerous individuals are 
afraid to come forward for fear of reprisal, loss of income, inability 
to support their families. 

It is for my fellow members of the services that I testify before 
you today. I pray that others will also have the strength now to 
come forward. 

I again thank you for the honor and privilege of testifying before 
you today. I ask that the subcommittee seriously considers as a 
minimum, a moratorium on the anthrax vaccination program until 
all questions concerning safety and health of our service men and 
women are answered. 

Thank you. 

[The prepared statement of Ms. Groll follows:] 
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Chairman and membm of the committee. I siocereiy thank you for your interest in the Anthrax Vaccine Immunization 
Program and for allowing me to testify to you today on the ejects and obstacles I have laced since I have started the vaccine 
program. Please note that any opioioaa I express are my own and in no way reOect the opinions of die Michigan Air Nadmal 
Gu^ or those n^r siqiehor officers. 

I am currei^y a Technical Sageant and a civil service 08-9. Management and Systems Analysis assigned to die 1 lOth Logistics 
Squadrtm, B^e Cred:, Michigan. I received my first of the anthrax series on the ISlhcf Sqitember in prqiarationfcs’ a possible 
dqiloyment to Qatar. d^loyment was voluntary and the vacdne was a prerequisite to the deplqyment. To toy knowledge, the 
1 lOtb Fighter Wing has yet to be notified of the mqilementatioD doti- for miw* inoculations. Prior to volunteering ix the 
deployment I had no knowledge of die anthrax vaccine pro or con. I acted on blind faith in the Departmait of Ddense, my 
superiors and trusted in the individuals I felt woe qualified to adminigter the vaccine. I considered this vaccine as safe as all c^her. 
vaccines that I have received to the line of dufy. Following the first two Acts of the series I noticed that I was extremely 
and nauseous. However, during the same period time { was working numerous hours aS over tifwa in prqiaraticn of an 
iqKoming operahon readiness inspectiotL I attributed these symptoms to the extra hours and stress, not to the vaccine. On 
October 16, 1998, 1 received nuoto 3 (^die inoculation series. Coincidentally this inoculation coincided with the start of our 
ORI-<^)erational readiness inspecdon. The third inoculation not only enheni^ the same symptoms but I also noticed that I was 
becoming iocreaangfy short tempefed, emod<mal. nauseous, experimeed loss of appetite, and achy joints. Once again, 1 attributed 
this to the stress and long hours of our in^iecdon. For die following month, my li^th continued to beceme progre ss ively worse 
until I finally sought medical attendoo on November 12, 1998. During my first visit I was placed on antibiotics for bratehitis and 
had blood <i^wn for posstbk thyroid problems. During my follow \tp visit the following wedc. my test bad returned oegadve to 
thyroid problems. At this dme my (dysician end I discussed otbo- possibilides including the possibilify of Chronic Fatigue 
Syndrome. Being that I was dso a snndter with a chronic cough we (iny physician and I) decided iq>oo a treatment of Wellbuirin. 
She fdt it would serve two causes: one assists me to quit smoking, two it is an antidepressant used to treat Chronic Fadgue. 
During die fdlowing two weeks my synqitonis l y p eare d to decrease however I developed an allergic reaedeo to the 
antidepressant Wellbutrin and was placed on Prozac. The fi^wing month my nausea, and cou^ subsided however I was still 
f^gu^ ejqwriencing achy joints and moodiness. 


OnMardi 14, 1999 at approxioiitefy 3:1S p.m.. I was notified by our acting commander that the clinic was waiting for our grot^ 
to rqxsl to tte dime for our 4th anthrax vaceme. Upon our viival at the clinic the medical pers m inel were quite agit^ed and 
appored unorganized. For the first dme I folt appr eh^ve about receiving this oruy other vaccine. We quesdoned the medical 
sUtf as tovid^ wewereieceiviogour diotearty. We were tokJ that it was d: as long as we received it within a 24-hour window. 


lof4 


7/26,^2:21 m 



177 


One of the individuals in front of me, the nurse ac&ially had tte needle ap to his ann when MAJ Jerraeay yelled 'doo^ injec* fajm* 
he’s not due mitil Frid^. We were tbm all pat into a fattean" while MAJ Jomeay iastracted the maiical st^mst to 

inject anyone else unti] he peiscHsaliy the injet^ke. Hje c^kts and n^seif w«g Aksi gi^%Q oisr inocsilaticais azai sort to 

the holding area. While waiting to twrdeased I noticed flutf^diot iec<»dia<hc3tod the of inocul^km as 16 h&Ecfa 99, ss 

opposed to 14 March 99. I compared my records with fee ofeer individuals present and feere’s also reflected fee 16fe. SSG 
Martin questioned MAJ Jenneay on why the date read the 16fe. Ifc appeared iqiset collected our shot records and c&sqTpeared 
When he returned with our shot records, the dates had been dianged to reflect the date of inoculatioa as the 15fe of March. We 
once again questioned him on this and were told that fee d^e was within the 24-hour window so that it was c*. That evcBing I 
started to feel ill, chills, fever, and nausea. 


}<fy ccosi^ of 4 tei-hour wife Mcarfay beng fee off d^. I stored lame all itoy fflsi oaild hanDy oia cfbed to 

my son to schocd. Tuesday, March 16, 1999,! went to work and bardy made it tlnou^fee d^. hfy ^nqitoms had inoeased 
to include headache, dizziness, diarrhea, and sli^t abdominal pain. 


On Wednesday, March 17. 1999 as Ncm CommissioDed OfBcer fri charge of the Base Horor Guard, I rendwed honors at a 
memorial service for a former manber ctf the Michigan Air National Guard and United States Air Force. During the service 1 
developed tremoni and dizziiuss. I wmk home immediate^ fi^owing the service. The nmd few d^ were spem in bed By Friday, 
19, 1999 my s^mptrans h^ increased to a sevoe tremor in right arm and feestoess oTbreafel finally sot^kmcfecal 
attoatam. During medical evaluaticxi 1 stated that ! had received my 4th anthrax iaoculation on Suod^, Manfe 24, 1999. Kfy 
physciae ordered blood woric, urinalysis and ref erred me to an infechous disease and pulmonaiy speradi^ Upon my 
with him on March 23, 1999, be in turn referred me to a oeurolo^st for fee tremor. He further advised me that I was having an 
adverse reactitm to the vaccine, and that I needed to inform superiors so that th^ could complete fee necessary pqKrwctk. He 
also 


advised me not to receive any further feots. Later that day I informed ttsy supervisor (the first liitk in my aimtn of command) of 
what 1 had been told by the (fomor. Hem turn passed it fee drain of command. The following d^ March 24. l^^.IteGeiroda 
plKHK call at hmse fr^ my s^>ervisca' stdiog feat the infimnatian bad been passed along to the Chief Si^^. fee Oroito 
Cmnniaride', LTC Tbmoas Alin md also to the Soiio' Medical Tedmictan, SMS Kate I^Uer. He fsrfeer retpie^d ft** I 
SMS Kelle-, as be indicated that she was confused to why the dintc needed to completo fee VAHRS form. He also informed roe 
that fe^ needed to have Randi Martin and myself sign a release letter aufeorizing our doctors to said the clinic their finrfinga on 
our illnesses. We also discussed fee issue of leave (hiring this cooversatioo. He further stated feat I should ix>t have to use my 
leave for this illness since it was related to the militaiy and (hat the clinic ia bis opinion should be completing an LOD- of 
duty. 


SMS Watkins also iofonned me at feis time feat be had discussed the situation wife LTC Allen and that be would have our 
Squadron Commander. MAJ Karen Dvorak research fee issue once she returned from Texas on March 30fe. I fed it's inqicctant 
to recognize at feis tune that we as a group were placed oa Annual training ordm for each inoculaticn wife the exceptioo of fee 
4th shot which we were in UTA- Unit Training Assembly status. We were told ori^ally that we needed to be in military to 
receive the aeferex vaccine. In case we had an adverse reaction to the inoculaticn tte militaiy would be reqxmsible for our 
medical care. March 25, 1 999 1 called SMS Keller to inquire what type cf documestaticai if any she nmy need. I was infonned feat 
slw needed me to sign a medical release form. I inquired if feis was for fee LOD and ^ replied yes and fetf we would be 
sdiedukd to see one of our militaiy physicians fee next drill wedeeixi She also speared to be unaware fee VAERS frem 
whenque^oned. 


March 30, 1 999. 1 went to wmk for fee first time since March I7fe, 1999. We met with our squadron commander at 2:00 p.m. 
We gave her all our information to include medical quesbcmiiaires, copies of Tnnmmi7atinn< records indicating fee 4art» chaage 
and also feat ^ve bi^ been given an e^qnred vaccine. She questioned us as to wfey the medical squadrem hadnt initi^ed a liae of 
duty inv^gatiem yet 
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March 31, 1999, 1 was notified by SSG Randi Martin and TSGDave Churdiill fiiatMAJ Dvorak had a meeting with eveiyone to 
conclude her findings Tb^ were as follows: 


1 . The immunization clinic had made an administrative error in our tminuni7«tfinn reccvds that we had not received 

FAV 030, but had actual^ received FAV 036. We were all instructed to turn in our records so that the clinic could 

collect this error. 

2. We were to all complete the VAERS fcxm and turn into SMS Keller for placenent in our medical recods. 

3 . Get any lab results from our civilian fAysicians and turn those into SMS Keller. 

4. Sign a medical release form; give this in turn to SMS KeUer. 

It was relayed to me that it was made qtparesit by MAJ Dvorak that conceni for our health ot providing us any was no 

longer the issue. I found this to not rally be disturbing but totally unacceptable. TSG Churchill and myself scheduled a 5:00 p.m. 
meeting with COL Roger Siedel, Vice Wing Commander. During the meeting with COL Siedel be was very craicemed and 
distrau^t over the events that had transpired following Drill wed:end. Tbe impression was that he was unaware cf many of our 
coimems. He assured us that our concerns were his t<^ pricn^ and would investigate what was h^>paung. 

On Frid^, April 2, 1 999, COL Siedel called a meetuig with the individuals that had received their 4tb inoculatirai. Several of us 
were still off work but attended anyway. The meeting consisted of COL Siedel. Vice Wing Cramnander. MAJ Dvorak, Logistics 
Squadron Commander. MAJ Donna Kowalski, 1 10 FWA^omptroUer, SMS Keller. MSG Mary Mraoss, Medical squadron, and 
CPT Alice Neidergall, 1 lOFW/JAG. During the meeting COL Siedel expressed his Twitin conccm was our health. He put the 
above team togeths' to determine the legality issues regarding tedmician versus mOitaiy status, finanf.i«l issues, etc. He fwifipiuH 
to state that SMS Keller was working the issue rfhavit^ us be seen by a military allergist at Wright Patterson Air Force Base. 
The first possible date they had open was April 23. 1999; they were ncvolheless working all angles to have us examined eaiiiw. 
He further stated that at this time they unfortunately would have to sard us in an active duQ^ non p^ Mcoday April 5, 1 999 

1 received a call at home from MAJ Dvorak. She stated that the clinic was able to secure 4 appointments on Wednesday, April 7. 
1 999 with the allergist fitm WPAFB for TSG Dave Churchill, SSG Randi Martin, SMS Harold Stewart and myself. She further 
informed me that MSG John Zink would be driving us down in a rmlitaiy vehicle. I asked her several questions regarding what 
status we were going to be traveling in. also would we be ^reidtog the night, wlio were we going to be seeing etc. She was sbrat 
witii me stating that I would find out these answers I arrived at the base in the morning aixl to be there at 7:30 am. Upon 
arrival at the base the following morning, we w«e all instructed to sign out our shot records from SMS Keller, I SMS 
Keller what was to transpire throu^ouc the day. She provided me with an appointment letter and that MSG Zink would 
provide the answers to any questions we mi^ have cm the way to Wrig ht Patterson. We departed Battle Creek at 7:45 a.m. and 
arrived at Wright Patrerson AFB, w 12:45 p.m. I was scheduled for a 1:00 p^. appointment with Dr. (COL) Gatramooe. Dr' 
Qanamone questioned me thorou^y concerning my symptoms and performed what I thought to be a thorou^ 
including a pulmonary exam. I feel it's important to note that out of the 1 1 individuals that were examined by medical peraonnel at 
Wright Patterson AFB, was the only one COL Gairatnone examined. COL Gairamooe recommended ihat J be examined by a 
neurologist and personally escorted me to the Neurology clinic. Howevw. due to their heavy schedule that day, they were unable 
to see me until the next day at 8:00 a.m. COL Garramraie then phoned Battle Creek at 2:00 p.m. and talked with LTC James 
Barker, Support Groip Commander, requesting that 1 be allowed to remain until the following day to be examined by the 
neurologist and to have further blood and urinalysis wrak completed. By 4:00 p.m. we had still not received an answer firan 
Battle Creek on if we were to return to the base or st^ etc. By 4:45 p.m. the others had all completed their examinations and 
laboratory work however we were all waiting for a decisirai frran Battle Creek on if we were to return home. The intention of the 
1 10 Fighter Wing was for the other individuals to return home after placing me in a hotel. Furtbennore, the only infwmation 
provided was that MSG Zink was to place me in a hold. There were no answers as to what I would use fcr tran^ortation, 
availability of meals etc. At this point due to the severity of my illness and pure frustration d* my superiors inca p acity to rnakA a 
decision I started to cry. Between 4:45 p.m. and 5:15 p-m. COL Garramone made the decision that be was going to send roe 
home. He prescribed a pain medictoon and completed an AF Form 422, jAysical profile indicating a possible neurologic reactirai 
to anthrax vaccine and to also rule out fibrranya^a. He talked further with COL Seidel and informed him of his decision to sraid 
us all home and instructed him that I needed to be followed up with a neurologisl possibly an IMA doctra that drills at the 
110 Fighter Wing Clinic. We departed Wright Patterson AFB. OH at 5:30 p.m and arrived in Battle Crcdc at 11:30 p.m. very 
exhausted. It was apparent that very little preparation had grate into this trip. The following two days I remained at home 
recovering. On Friday ^ril 9, 1999, I received a call from niy siqjervisor. He stated that even thoo^ I was rai a physician's 
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excuse that I needed to attoid drill oa Saturday April 9, 1999 because I was due a pniodic pi^sical, it was con^kte I 

would be able to return hcane. Reported to tlu base clmic at 8:00 a.m. /^nil 9, 1999 for iny plq'acal. Tbe militar y pfayskaais 
perfimsed a complete plQ^ca!, recraded all of my recent symptcans and tba released me at qtproxiniately 10:00 am. Later that 
evening my husband took me to tbe anergency room (hie to severe abd ominal and bacdc pain drrTinf-g-e md After 7 

hours and numerous tests I was retunied Ixxne with more tests and foUow-iqis Once again received ««r«ubi»r diagim.^ 

to my mystery illness. It is my expenence that there is a general lack of knowledge at our installaSiaa and with several cdvilian 
physicians in our area concerning tbe anthrax vaccine. 


The remaining few wedcs ccaisisted of more doctor visits and numerous diag r»ostic tests being performed. As of this wiitii^ I 
have worked 9 hours since March 17. 1999 and have used close to 400 hours (xfleave overall due to illness since October 1998. 1 
am still suffering fixan chronic fatigue, siKXtoess of breath, memory loss, wei^t loss, mood swings, abdonnnal pain and 
occasicaial nausea and diarrhea. To date I have not been ootihed if or wboi I will be scheduled for a foUow-(q> wifo a militaiy 
neurologistthat was rectunmoided on April?, 1 999 by COL Garramone. On April 22, 1999 we received a letter ccmcaning Line 
of Du^ p^>eTW(xk instructing us to complete ASAP. ! find it totally appalling and unaccqitable that ova- a nvwiHi has past since 
our symptoms were first rqMited and this paperwok has just been stoted I am not and wxild nevo- pn^ess to be a qualified 
medical individual however, I do feel as fiiough I am in touch with my botfy and when som^img is not nght Some I have been 
receiving the anthrax vaccinations my sy^em is rdielling agaiz^ something and I have become soiousfy iU. 


Tve taken ny career seriously devoting Uyearsofmy life plsyingaroleintbe defense of our greatnatioa Thmughnnt my tgnnn > 
with the noth Filter Wing I have always been amongst of tbe first to volunteer in support of tbe missiaii, atw^ challengrng 
myself to go above and beyond what is required of my positiem. Unceasingly devoting numerous hours to tbe Base Honor Guard 
and to other communi^* service events, l^wever, tte events of the past few weeks have tamidud fiiifo in my nnit and the 
Department of Defense. I foel as though I have been miamfonned and betrayed by tbe same coutdiy I seA. to It is my 

impression through my own research that the Anthrax Vaccination Immunization Program to aid the qirr^ with die 

Line Commanders. Yet, whenever a (Question has been oldressed to uur Commander, they have repeated^ gone iman -uw uwi 
Furthermore, I find it extremely disheartening that tbe <miy superior officer within our unit that has shown coocon has been COL 
Roger Stedel. The respemse, lack of knowledge, and inaccurate rectxd keqiing from the Medical Squadron has been a (Horace. 1 
consider trust, integrity, and accountability to be a vital link between all leadership auf empkyees. Is it possible that leadosfaqi is 
n<k taking an active role in these three values? Is it possible that this is why servicemen ai^ women are eht wang to defy a lawfiil 
order and not to be inoculated with tbe anthrax vaccine?! was perstnady very iKsitant to testify in this hearing for fear of r^irisaL 
It was only throu^ the eocouragoaent of family and friends that 1 was convinced that I needed to ccou finward w^ my 
eiqierieoces. The reahty is that numoous individuals are becoming ill fotlowing the andtrax vaceme, numerous individuals are 
afraid to come fmward for fear of reprisal, loss of income and the ability to siqiport their families. It is for my fellow 
and women that I testify before you today I pray that others will also have the strength to come forward. 


I again thank you for the honor and privilege of testifying before you today. I ask the Subcommittee seriousfy considen at the 
minimum a nooratorium on the Anthrax Vacciiutirxi Immunization Program until all qtiestions ccoceming tbe safety and iva»irtt o£ 
our servicemen and wmnen are answered. 


fHome] 
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Mr. Shays. Thank you, Ms. Groll. 

Let me just comment on both the testimonies we have heard. We 
could make an assumption that you are typical of many others that 
are suffering, or we could make an assumption that you are the ex- 
ception to the rule. But in either case, you are, once you agree to 
take on the mission, required by your Government to take these 
vaccines. 

Ms. Groll. Correct. 

Mr. Shays. This is really a message that we will convey to the 
DOD, you need to be assured that every need that you have is ad- 
dressed and that if, in fact, like the statistics say, there will be 
some who will suffer. A vast majority won’t, if the statistics are 
right. And you tend to be the very few under their view that are 
suffering. You shouldn’t go under this kind of experience. You 
should be — ^your every concern should be addressed. 

And I apologize that it hasn’t been as a member of the Govern- 
ment. 

Ms. Martin- Allaire. May I add something? 

Mr. Shays. You may add something and then we will get to Mr. 
Churchill. Yes. Why don’t you put the microphone right next to 
you. 

Ms. Martin- Allaire. I just wanted to add, being as how you 
were talking about numbers, that there were 12 at our base that 
got this injection, starting back on September 18th, and out of the 
12 , there were 9 of them that had very bad, adverse reactions. 

Mr. Shays. That is very helpful to know. Thank you. 

Mr. Churchill. 

Mr. Churchill. Mr. Chairman and subcommittee members, 
thank you for allowing me to testify today. I am here today under 
my first amendment right, and this testimony does not reflect any- 
thing against the U.S. Air Force and the Michigan Air National 
Guard. 

I work for the Michigan Air National Guard as a civil service 
technician. I am a technical sergeant for the Air National Guard 
and also I have served on active duty my first 3 years of service. 
I have served in the U.S. Air Force in some capacity for the past 
17 years this December. 

I have volunteered for numerous trips, including Southern Watch 
both in 1994 and 1996, and I volunteered for this trip that we were 
talking about to Qatar last November. As a prerequisite for this 
Qatar trip, 10 other civil service technicians along with two tradi- 
tional Guardsmen were required to receive several anthrax vac- 
cinations before we were allowed to go, the same vaccinations 
which brings me here today to testify about. 

I would now like to testify before you about the medical complica- 
tions that I have experienced, complications that I believe are di- 
rectly attributed to the anthrax vaccination that I received. Mr. 
Chairman and subcommittee members, we have no full-time med- 
ical doctors at our unit. This being the case, we had to turn to the 
civilian medical community. 

A little background on me. I have studied karate for quite a few 
years and I am an avid speed walker and do numerous activities 
to stay in shape. However, I have noticed since I received my 
fourth injection on March 14 that, when I went to my karate class. 
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I have no stamina. I just thought I was out of shape. I spent the 
next 2 days after I did my class, which is a 2-hour karate class, 
trying to recuperate. 

Anything as far as sitting for a period of time, then standing, my 
legs ache, my joints in my hips, knees, and ankles crack and snap. 
I have a pain in my lower back, which comes and goes, I have 
found blisters inside my mouth. The last one I wasn’t sure what 
it was. So I pinched it with my fingers and filled my hand with 
blood. 

I have little red bumps all over my body, mostly concentrating 
on my torso. My skin will turn red and hot at any time, but then 
I will get chills. My hands and feet sweat excessively, and I have 
a tightness in my chest that comes and goes. My hands have little 
bumps under the skin, and the skin around my fingers is peeling 
off, including the palms of my hands. I have been having sinus 
troubles with a lot of drainage in the morning, sometimes with a 
blood-like mixture. And I have and continue to experience memory 
loss, irritability, and shortness of attention span and abdominal 
cramping. 

I am not tolerable of the cold weather. My hands and fingers 
hurt extremely when they are cold. I have also found that my skin 
sunburns now under very little exposure. 

On about March 27th, I received a medical questionnaire from 
Dr. Meryl Nass and it raised concerns. I was told from Dr. Nass 
about the vaccination adverse events recording system forms on the 
Internet. She suggested that I fill it out immediately and fax it to 
the CDC. I then scheduled myself for an appointment to find out 
if these things I was feeling could have anything to do with the 
fourth injection. 

On March 29th, I went to my physician for an answer to my 
symptoms. The doctor’s words were, it is not anthrax, you would 
be incapacitated and on the floor. We know nothing about this vac- 
cine. The military gave you the shot, the military needs to find out 
what is wrong with you. 

March 31st we had a meeting with our squadron commander. 
Major Dvorak. We were told that it was impossible for a line-of- 
duty orders without a physician’s recommendation. And concerns of 
the lot number and the dates were addressed as administrative er- 
rors. The shot records would be collected, and the right information 
would be annotated on the shot records. Along with the shot 
records, the other major concern was that those individuals that 
were being treated by civilian doctors would have to sign a med- 
ical-release form for the clinic so that they could obtain the infor- 
mation that the civilian doctors had accumulated. 

With no concern of personal health being taken, I was stunned 
at what I was being told. I decided to become proactive, and started 
calling as many people as I could to see who would be interested 
in helping us. I could not believe this many people were sick with 
no concern being displayed to the well-being, other than fixing ad- 
ministrative errors. 

At 3 o’clock on that same day, I sent an email to Senator Carl 
Levin’s office and House Representative Nick Smith with concerns 
of individual health and care for our unit. At 5 o’clock. Tech Ser- 
geant Groll and I met with Colonel Seidel, the vice commander. 
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and discussed the following issues: No. 1 was the people and their 
health; No. 2 was the clinic; and No. 3 was the commander’s con- 
cern. 

On April 6th, I was informed that Martin, Groll, Stewart, and 
myself would be going to Wright Patterson Air Force Base on the 
7th to see an allergist. We were to make sure that we turned in 
a copy of the VAERS form to the clinic before we left so that they 
could input the information into the military immunization track- 
ing system. When we arrived at — when we arrived, we checked into 
the allergy department. 

The doctor looked over my VAERS and took down my symptoms. 
He then checked me out pretty thoroughly and asked me if I had 
been near any animals in Qatar. He then told me he was going to 
order my blood drawn, a urinalysis, and a chest x ray. I was told 
after review of my blood, urinalysis, and chest x rays that I was 
OK. 

On April 13th, Tech Sergeant LaMore and Staff Sergeant Frank 
went to Wright Patterson also. The doctor told Tech Sergeant 
LaMore and stated in his medical record that he was having a sys- 
temic reaction. The doctor recommended after the next injection, if 
the same symptoms occur, to cease the rest of the series. Tech Ser- 
geant LaMore has been the only person diagnosed with the sys- 
temic reaction although he had the same symptoms as the rest of 
the individuals involved. 

Some individuals, in fact, had worse reactions. 

We are told people at high levels of the Guard that they are 
working on issues such as us using our civilian and technician sick 
and annual leave, our insurance payments, to include some high- 
cost prescriptions that my insurance does not pay for. There are a 
number of us that are getting our blood taken to have it sent for 
testing for squalene. 

I hope these symptoms can be diagnosed and treated. These 
symptoms because I do not know if they are short-term, long-term, 
or treatable. Will they affect any of my future children? Or will 
they affect any of my family members? 

In talking to Lori Greenleaf and Meryl Nass and others that 
have much more time and sources in this, they tell me there is a 
cure for the way that I feel. I cannot believe that I have received 
more information from people that have no interest in me other 
than the concern for another human being. This is appalling to me, 
considering my 17-year commitment to the U.S. Air Force and the 
Air National Guard. 

I have taken more sick leave from work in the past 4 months 
than I have over the last 3 years. This statement is very true for 
just about all of the individuals involved in this situation. I ask 
that you please keep pursuing the truth into this vaccination. The 
information is there. There are just too many questions that no- 
body can answer at this time. 

I again thank you, Mr. Chairman, subcommittee members. I will 
accept any questions at the end of this testimony. 

[The prepared statement of Mr. Churchill follows:] 
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Mr. Chairman and Sub-committee membo^ thank you for allowing me to testify today. I am hete today undo’ my first amendment 
right and this testimony does not reflect anything against the United States Air Force or the Michigan Air Natimal Guard. I work 
for the Michigan Air National Guard as a Civil Service Technician (CST), I am a Technical Sergeant for the Air Natioiial Guard 
and have also served on Active duty my first three yews of service. I have served in the United States Air Fc*ce in seme capacify 
for sevent^n years this December, lhave volunteaed fw numwous trips. I went to support Southern Watch bodi in 1994 and 
1 996 and I was selected for a trip to Qatar last November to perfonn maintenance cm vehicles that had beot Idl there from Desert 
Storm and Desert Shield operations. As a prerequisite for this Qatar trip, several other CST and I (including backiq}, TSG 
GroU) were required to receive several Anthrax vaccinations. The same vacemation which brings roe here tod^, to testify about I 
held no reser.’ations aboi^ these injections as I have received many other injections during the span of ir^ career. I would now 
like to testify before you about the medical complicatioiB that I have experienced. Coniplicahons that I believe arc dnectly 
attributed to the anthrax vaccination that I received. My testimcHiy will also include experiences reported to me by individuals in 
my unit who have experience in seeking both a determination oftbecauseofour illness and treatment for that illness, hfr. 
Chairman and Sub-committee members, we have no foil time medical doctea^ at our unit This being the case, we have had to turn 
the civilian medical community. 


14 March 1999 

After receiving my fourth injection on March 14^ I noticed the following ^mptocos. I stufy karate, am an avid speed walker, and 
do numerous other activities to st^ in sbqie. However, I have noticed since I've began these injeedras. I can no loagte do karate, 
as I have no stamina. I went to class three weeks ago, and just thought I was out of shape. I q>cot the next two trying to 
recuperate from a 2>bour karate class. When sitting for a period of time, then standing, my legs ache, joints in my hips, knees 

and ankles crack and snap. Sometimes the ones in my feet hurt so badly when they crack, it nearly brings me to the ground. I’ve 
got a pain in my lower back, which comes and goes I’ve found blisters inside my mouth. The last one, I wasn’t sure w4iat it was, 
so I pinched it with my fingers, and it filled my hand with blood I have little red bumps all over my body, mostly coDcentratmg on 
my torso. My will turn red and hot at any time, but then I will get chills. My bands and feet sweat excessively, and I have a 
tightn f^'8 in my chest that comes and goes. My hands have little bumps just undo- the skin. The skin around my fingers is peding 
oft. I have bera having sinus trouble with a lot of drainage in the roonungs, sometimes with blood like mixture. I have and 
continue to experience memoiy loss, irritability, and shortness of aUention span and abdraninal cramping. I am nc4 tolerable of the 
cold weather. My hands and fingers hurt extremely when (hey are odd 1 have also found that skin sun bums now under very 
little exposure. 
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17 MwchAt a memorial sendee with the Ho *k*T for a fallen service member, watching TSG fimll 
Start shaking so badly during the service^ I really didn*t know if she was going to make it. We had 
attributed it to not eating properly or some kind of flu. 


ITMareh 

We have received a medical questionnaire from Dr. Meryl Nass ovl it raised ccocems. I was tedd firm Dr. Nass about tbe 
Vaccinatioa Adverse Events Reactioa S^'stem (VAERS) forms on the InteneL She suggested tb^ I fill it out immediAety and fi» 
intotbeCente'cd'Disease Cmtrol (CDC). Those of us with medical questions talked about tbe questionnaire fiom Dr. Nass. We 
tb» found that there were like qmqdons of rashes, headaches, boefy aches, flu like aym ptoms, sweating excessively, 
uDcontroUable shakes, and blood in the urine. I tbsi scheduled mysdf for an appointment to find out if these fhin ga I was 
could have anything to do with tbe fourth injection. 


29 Marcfal went to mv physician for an answer to mv symptoms. In mv description of the things that were 
ha ppening to me I made reference to most of these things had started after takinfr the Anthrax 
Vaccination series. The doctor asked whv I was getting Anthrax shots and I toid them it was mandatory 
for the part of the world that I had just returned from. The doctor’s words were "It’s not Anthrax, vou’d 
be incapacitated, and on the floor. We know nothing about this vaccine, the milharv gave vou the shot 
the military needs to find out what’s wrong vwth vou*. 


30 March 

Had a meeting with MaJ . Dvorak, our Logistics Squadron Commander, to take down infonnation to resean^ possibilities of s 
Line of Duty ^ODj order, medical tfteation and gathering Auts for individuals having reactions to tbe vaccination. 


31hIacA 

Had anotiiier meeting with M^. Dvorak. We were told th^ it would be impossible for LOD's without phystdan’s 
ree nmmendsti M^ and that the coticmisofthe lot numbers Mid dat»w««A<re«pgriiw i»amini<lr irtiwarTrir)» ty- tjwTr 
would be collected, and that the *right infarmtfiao' would be annotated on the shot records. Along wifo tbe shot records a 
concern was that those mdividuab that were being treated 17 emhan doctors would have to sign medical release forms for (be 
clinic. With DO concern of perscmal health being taken. FoUowii^ tbe chain of command, SSO Martin and nTself addressed our 
concems with Lt Col. Allen, or Logistics Qroiq) oommander. Ife mentioned that aome of tbe infonnation be bad no knowledge 
and would adebess these issues with Col. Heaton. Later that aftemocn, I called Col. Allen, and was tdd that all issues were being 
addressed, and that Maj . Dvorak had tdd him everything was being handled as far as tbe tint records to be corrected cd* the 
"administrative OTors*. Col. Allen further stated th^M^. Dvreek wnuld he handling all cnaicemit nf this n ti wi tioo. as haH «t| 
tbe infonnation, and to keqi m contact with her. I was stonned at what I was being told. 1 decided to become proactive and started 
calling as inai 7 people as I could to see who would be in te rested in helping us. 1 could not bdieve this mii^ people were «idf 
witii DO «ncem being di^l^ed to their well being, other than fixing adnanistnttive error s . 


3:00 p.m. 
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Scot email to Sen. Cari Levin and Ifouse rep Nick Smith with ccHicems of individual health and care. 


4:00 p.m. 

Called Cot. Seidel, our vice wing commander, to set meeting with intoitiGns to file a Medical Inqiector Gaural complaint on 
lack of medical treatment fcH* the personnel on base. 


5:00 p.m. 

TSGGioU and 1 with Col. Seidd discussed the following issues,#!. People Qiealdi) #2. Clinic #3. Commanders 


6:00-8:00 p.m. 


Pboied most all the iixlividualswifii die outcome of the meeting widi Cd. Seidel to see if they were interested in medied 
tredment if or when it becomes available. 


1 AorB 

SentnsnestoCol. Seidel of those interested in medical treatment. Two people had reservations or hesitati(» because of reprisal 
or retaliatkm. I was told that Col. Heatcm, our wing commander, was ito^ed aikd (hat he recommended that all individuals that 
bad received the forth injectiem would be scheduled to see the dodon at Wri^ Patterson Air Force Base. An infonnation team 
was built to research all sources on the probability of these individuals getting to Wright Patterson. 


2 Anrfl 

Ktetrng wifii Cd. Seidel, M^. Kowaldd, the financial cotE^itroUer.M^. Dvorak, Cpt Neidergall, the base JAG, SMS Keller, tltt 
Senior HealOi Technician and TSG Martas, public health tedmician. We were told thd all angles being worked. The onfy way for 
us to receive treatment would be in a noa-p^ military status. All this is on t^. 


4:30 p.m. 

PhasKd Cd. bade with cooceni duu there was no more that *we* cr *r could do to help this situatico. Cd. Seidel then told 

me about a Col. Ganimoiw wlk3 bad called artd left a message to return his call, Col. Seidel was not sure who he was. Cd. Seidel 
was going to call him and see if be bad new informatian. 


5:05 p.m. 

Col. Seidel phased back atsHng that Cd. Garnmone was (he bead Allergist at Wri^t Pattersco. The otneem was that we get 
there ASAP not the 23id. They bad talked about Neurology work, blood tests and more. Possibly getting the atire graqi in on the 
13th April. More to follow, I then exdiuged phone numbers widi Cd. Sddd in case we needed to reach anyone, to include TSG 
GroU and SSG Martin. 


< AdiB 

Infonuattcn had changed now four iivlividuals Martm, OrdL Stewiit, and nqwlf would be going to Wri^ Paterson Ak Force 
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Base 1X1 the 7tb to see the allo-gist. We woe goingtobedriventoWri^t Patterson Air Force Base, so that we didn’t have to 
drive over the eight-hour day penniOed to travel. Orders would be made out for the 7th and 8th. I was told by Maj. Dvorak that in 
cxder to receive the pCT diem fex the trip to make sure it took at least the 12 hours on that day, and that we would be coming home 
the same day. Travel would 

be in military clothing on a ntm-pay status. To make sure that we turned in a a^y of the VAERS form to the clinic before we left 
so th^ could input it in the MIT’S system. Talked to Maj. Dvorak about the pay status and she was very short with me and said 
that we wm told that we would be in a mxi-pay status. I mentk»ed to her that I had ^ke to the civilian pay technician and there 
were some differences in what we woe being told. 


7 April 

I turned over my VAERS fexm to the medical technician befexe leaving fix Wright Patterson Air Force Base also signed out our 
medical records. We then packed into a military van fix the five-hour drive to Wright Patterson Air Force Base. When we arrived 
we checked into the Allergy department TSGGroll and SMS Stewart’s ^pointment were first at 1:00 p.m. SSG Martin’s 
appointment was for 2:00 p.ta, and mine was fix 3 :00 p.m. SMS Stewart then came out and they called SSG Martin in. SMS 
Stewart told me while I waiting to go in that his checkt^ was nothing. They had ordered no blood tests, did not perform a 
ur inaly sis^ and DO x-rays. He also stated the allergist had shown very little concern. SSG Martin and TSG GroU had came out. and 
they were taking TSG GroU to the neurology clinic to do tests cm her. I was then called in. The doctor looked over my VAERS 
and toc^ down my syn^toms. He then checked me out pret^ tborou^y, and asked me if I had been near any animals in Qatar. 
He tboi told me he was going to order my blood drawn, a urinalysis, and a chest x-ray. When I completed all n^' test 
requirements, I came back to find TSG GroU crying in the chair, dte ^ted that she was in severe pain. I asked SSG Martin what 
was going on, and she told me that it seemed that the neurological work could not be done on TSG Groll until the next morning. 
They also wanted blood vnxk and urinalysis done as well They had been in ctxitact with the base since 2:00 p.m., but during this 
time fixme, our wing and vice wing commander were out flying, and the person left in charge could not make a decision on 
whether we could stay the night, or come borne. Funding seemed to play a big part in this inabili^ to make a decision. In talking 
to TSG Groll and the mpHirjl personnel at Battle Creek, they wanted us to take her downtown to a hotel because base billeting 
was not available. Other than making an appointment, our base clinic never made any plans fix anything longer than a one-day 
trip. We had no transportation for TSG GroU and were not going to leave her strand^ for two days until the next group of people 
came down. I then went to discuss this with Cot. Garrimone who said he was not happy with our unit, because they had taken 
almost four hours, and stiU bad made no decision. I then informed Col. Garrimone of the later trips that we had on Friday and the 
following Tuesd^. I then asked if it was possible that she be allowed to make an appointment on cne of those days and return 
bade down to complete these other medical qtpointments. Col. Ganimone got cn the phone with Col. Seidel and stated Robin 
was coming home with us, and that the base needed to make ftirtber arrangements to have more tests completed. Col. Garrimone 
put TSO Groll (Hi a physical profile citing possible neurological reaiXicms to the anthrax vaccination. We left Wright Patterson at 
about 5:30 p.m., TSG GroU was feeling ve^' relieved that die was coming home, and was not gomg to be left alone. We arrived 
back at Ba^e Creek at l]:15-ll;30p.m.,allphysically and emotionally drained, due to the long and unsatisfactory trip. 


ft April 

West in to work around 9:00 a.m., scheduled a meeting with Col. Sei^l to discuss dis-pleasures with the trip, the different 
treatments as far as TSG GroU and mine being more thorou^ than the other two. SSG Martin joined me dui^g this meeting. I 
told him I was hoping that it had nothing to do with the fact that TSG Groll and I bad filed the I.G. complaint Col. Seidel told me 
be would lode into the issues of my complaint Howe^’er, assured me the difference in treatment had nothing to do with the 
cmnplaint That evening, <till physicaUy exhausted, I feU teileqp anxind 6KX) p.m., and awoke the next morning at 6:00 a.m., with 
a bacterial infection in both eyes. I was told by my personnel physician to ^ home from work for at least 24 hours. 


9 April 

TSGGroll and 1 talked on the phone. I was teUiog her tb^ I was ’side again*. She said the base bad called and cxdered her to be 
there on Saturd^, the next scheduled UTA, which was the following day. even though she had a doctor’s excuse fitxn her civilian 
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doctor excusing her fixan work/UTA. 


11 April 

When I came into drill, I received a phone call from TSG Gn^. She sounded exhausted She tnframed me that ba* husband had to 
rush her mto the emergency room the night before. Thqr had ^tent over seven hours trying to find the cause for ha abdominal 
cramping which was cbubling her over. The doctor’s had scheduled her for numerous tests fix' the rest of the following weric. 


13 April 

Spoke with one of the twelve individuals in our ffoup, their civilian dochx’s have been doing numoous tests. Seems that this 
person was exproiencing chest pains, and shortness ^breath. The doctors have detomined that they have pularcy. This may just 
be coincidental. That samed^, TSG LaMore and SSO Frank went to Wright Patterson. SSGFrank told me that the doctors ^dn’t 
do any blood woric or any otha lab woHc on either me of them. Tbedomxjust reassured fiion that the Anthrax vaccine was cdcay, 
and they have the documentation to prove it The doctor told TSG LaMme and stated in his medical record, that he was having a 
systematic reactioa ThedoctcxreccnnmeDdedafter the next injection if the same symptcans occur, to cease the rest of the series. 
TSG LaMore has been the cmly person diagnosed with a systematic reaction, Ihou^ be had the same syn^toms as the rest of the 
individuals. Some individuals in fact had wcrse. 


16 April 

Phoned the Calhoun County Health D^artment to see if they were interested in lot^ung into our.situafion. Talked to a 
communicable (hsease nurse by the name of Sue Sfieldenno'. She took down the infonnatim, and stated she bad no knowledge of 
the Anthrax vaccines. I asked \riiom I should cmtact u the state level, and she referred me to Dr. Bill Hall at file State Health 
Department I phoned his office, bis seoetary informed me be was oot in. She asked what it was regarding, and I told her. She 
referred me to Bio-Port, and she transferred me to them direct^. A person fiian Bio-Port answered, and I infonned her of 
situation, and who I was. She said that I should speak to the dimctor. Bill Mummy, and that she would transfer me. After a coiqile 
of minutes she came bade on the line, and said that be r e ferred me to file qualifi' office at Bio-Port I was to qieak to a Cintty 
Kramer. Afta telling Cindy what my situaticxi was, she said that 1 needed to ^leak to the director. Bill Mummy. I infermed her be 
sent me to her. She said she would ^ve to get some forms aikl call me back. A couple of hours later, she called. She asked if I 
had filed a VAERS form, what my .sym ptoms were, and she would note them. 

I cannot speak frx the other 1 1 individuals, but the lack compassion and care on this issue has been appalling. There are a 
number of people involved on this issue, but it appears that no <xie can make a decision. We are told people at hi^ levels of the 
Guard are working on issues such as using our si^ atxl annual leave, our insurance payments to include some high cost 
prescriptions that my insurance does not pay for. Having to travel to Wright Patterscs in a non-pq' status, made to go to Wii^ 
Pattersanandbackmooed^, which subsopieDtly was an I S-hour day. There are a number of us that are getting ewr blood taken 
to have it sent for testing f<a Squaleae. I bc^ these symptoms can be diagnosed and treated. These ^mptoms scare me because I 
don’t know if they are shot term, long tenn or treat^le. Will they effect any of nq' future children, or will they effect ac^ of my 
family members? 

In talking to Loii Greeoleaf and others that have much more time and sources in this, they tell me there is a cure for the that I 
feel. I can not believe that I have received OKxe informatioa fiom people that have no interest in me other than concem for 
another tiiimiin being. This is app atling to me considering my seventeCT-year ctanmitment to the United States Air Force cr to the 
AirNationd Guard. I have been made to feel that [am just a oumba- that they have that works for them which ccaitributes to their 
statistics. 


I have takoi more sick leave fiom work in the past four months than I have over the last three years (this statement is very true for 
just about all the individual involved in this situatian). I ask that you please keep pursuing the truth into this vacematioa The 
infrxmatioo is there. There are just to many questicxis, which no bo^ can answer at this time. I again thank you Mr. Chairman and 
subcommittee members. I will accept any questions at the end of file rest of the testiaioDies. 

Siqiporting documentaticxi given with testimony 1 . Notarized copy of shot records. 2. Cc^ies cf coders to administer shots. 3. 
Letter of ^ipointment to Wri^ Patterson to see allagy dq^artment 4. Copy cf medical recced frean my visit to Wright Patterson. 
5. LetterfoimMSGJc^ Zink driver who took us to Wri^PaOereoc. 6. Letter frem clinic on notice <^foifiidiot,eiq}taining the 
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situatioo of do doctor oo staff oeates. 


[Homel 
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Mr. Shays. Thank you, Mr. Churchill. I hope that you are finding 
that you are getting a better response now than you were getting. 
Are you finding that? 

Ms. Groll. No, sir. 

Mr. Shays. OK. We will address that. 

Mr. Shepard. Excuse me, nice to have you here, sir. 

Mr. Shepard. Good afternoon, Mr. Chairman. Thank you for 
your indulgence. I am going to he as short as possible, but I really 
think the message I have is really important and needs to be heard 
in its entirety. 

Mr. Shays. Well, that is why you are here. 

Mr. Shepard. My name is Sergeant Michael Shepard. My family 
and I are residents of Potter County. That is in the 5th Congres- 
sional District in rural north-central Pennsylvania. Congressman 
John Peterson represents us. I am currently finishing a 4-year en- 
listment as a military intelligence analyst in the U.S. Army. I am 
proud of my service and deeply respect the military and the great 
freedom it defends everyday. 

I am here to speak for what I believe is a silent majority in the 
armed forces on the anthrax vaccine immunization program. At 
this point, I want to make it clear for the record that my opinions 
on this issue are not tied in any way to the possibility of me being 
deployed. I am not on deployment orders, have not been in the past 
year, and do not intend to be deployed in the near future. However, 
I am prepared to deploy at a moment’s notice. 

Furthermore, my service record is impeccable at this time. I have 
never been accused of misconduct, given non-judicial punishment, 
or even given a negative counseling statement. My record dem- 
onstrates achievement far and beyond my peers in such a short pe- 
riod. These statements are to totally disarm the suggestions that 
have been made or will be made in the future regarding my moti- 
vation or my fellow soldiers’ motivation who oppose the AVIP. 

My testimony today expresses my convictions and is not intended 
to reflect or represent the Army’s policies or views. My comments 
regarding safety and efficacy today are meant to communicate the 
situation that faces the average enlisted soldier. My credibility does 
not lie in what I know about science, but what I know about sol- 
diers. 

We have heard opposing views regarding the safety of this vac- 
cine on several fronts. The first, no long-term studies available. 
The second, the nature of the FDA approval. The third, serious 
questions regarding the production facility. Fourth, the current re- 
actions of the service members. And fifth, circumstantial evidence 
linking vaccinations, possibly anthrax, to Gulf war illnesses. 

In addition, the efficacy of the vaccine has been debated in re- 
gards to it being developed for cutaneous anthrax exposure. 

The exacerbating element of the AVIP is the shrinking credibility 
of the DOD. Since your last hearing, the Army has changed its 
AVIP brochure to retract its claim that veterinarians routinely use 
this vaccine. In addition, the publication of the investigation in 
Vanity Fair on the anthrax vaccine’s possible tie to Gulf war ill- 
nesses has further damaged the DOD’s credibility, even if you dis- 
miss half of the article as sensationalism. 
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Finally, the military’s heavy-handed tactics for producing a “suc- 
cessful” program have been brought to light by the reversal of the 
decision — or it is in limbo now — regarding PFC Lundbom’s, you re- 
call from your last hearings, discharge. It was announced here in 
your committee hearing and then changed when he returned to his 
unit. 

Any service person that has completed basic training recognizes 
that the DOD’s claims to this committee and the congressional 
staff, which it is vociferously lobbying, that this vaccine is, “as im- 
portant as carrying a rifle or gas mask” or is a vital piece of “body 
armor,” as you heard in the first hearing, are quizzical at best. In 
fact, aren’t these claims troubling when you consider that these 
senior leaders are expecting us to believe that the crude technology 
of the 1950’s and 1960’s is the body armor, my body armor of the 
next millennium? 

Is this the best we can do as the most modernized military in the 
world? Why aren’t we researching and developing the best protec- 
tive gear that combines a more effective protective mask with pro- 
tective clothing that allows for more flexibility to accomplish the 
mission? 

If we are this concerned with an imminent attack, we need to 
make it the highest priority to obtain the best protective equipment 
and tightly control the national stock so that we are always ready 
to go to war. 

In light of these real concerns, I believe the information available 
to soldiers and the lack of candor exhibited by DOD officials when 
pointedly questioned on the information leaves the enlisted soldier 
two options. The soldier can blindly trust the DOD and accept the 
shots at his own risk, or refuse the shots and accept the current 
contextualization of this act as disobeying an order. 

If this were all an academic discussion, then it would certainly 
be intriguing at this point. However, even as we speak, men and 
women in uniform are facing very serious and difficult choices that 
have long-term consequences just like this vaccine. 

You see, this issue is about class too. Most members of an all- 
volunteer force are from the middle and lower classes of society. 
This service is generally comprised of citizens from urban and rural 
America, rural districts just like my own. These people are barely 
paying their bills with their paychecks. 

Place yourself in the boots of a 23-year-old PFC who is a single 
mother struggling to get by on her salary and additional assist- 
ance. She has followed the AVIP issue until it is her turn. She is 
faced with these very serious, legitimate, and real questions re- 
garding the effects on her health on the one hand and loss of her 
livelihood, educational benefits, and loss of an honorable character- 
ization of her loyal service to the U.S. Army on the other. 

What does the specialist who is getting married this summer do? 
He needs leave in June and he needs the GI bill to provide for his 
wife and family. What about the soldier who has three kids and 10 
years in service, like most enlisted soldiers, barely making ends 
meet and cannot even imagine a fine, let alone the loss of rank. 
These personnel may initially refuse, but after continual threats 
and consideration of their future, will yield to the harassment and 
submit their bodies because of a dollar bill. 
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In my personal experience, I am aware several initial AVIP re- 
fusers who were threatened with military punishments and then 
complied with the program. Every soldier I speak to has reacted 
substantially to these shots, with several suffering diarrhea, ab- 
dominal cramps, malaise, flu-like symptoms, including fever, head- 
ache, and, in some cases, vomiting. 

In addition, local swelling has lasted longer than any shot they 
have ever taken. It is a big deal. 

Some soldiers’ arms have stayed swollen for over 2 weeks. I 
asked these soldiers about using the VAERS forms. They did not 
know it existed and were not issued one when vaccinated. Nor were 
these soldiers briefed on how to report the actions or the impor- 
tance of reporting these reactions for the very success of this pro- 
gram. 

In essence, you are not getting the truth: “Passive monitoring,” 
is being generous. 

At my level, my observations on the impact of this program as 
you asked me as a first-line supervisor include the following. First, 
soldiers overwhelmingly distrust the DOD on this issue because of 
the available information. Second, soldiers put their career, liveli- 
hood, and educational benefits before their legitimate concerns for 
their health. 

Third, soldier morale and trust in our leadership is suffering due 
to the obvious steamrollering over legitimate concerns and ques- 
tions. They will continue to do so if this program is allowed to con- 
tinue unabated, and if future vaccination programs follow this par- 
ticular model, this will affect retention in both direct and indirect 
ways. 

Fourth, soldiers are confused with the sudden paranoia about 
NBC attacks in the public and private sector. The defense estab- 
lishment has known about weaponized anthrax and other elements 
since at least 1990 if not long before. The threat has always been 
real, but taking action for action sake does not help the situation. 
It seem more like a Band-Aid than strategy. Those of us at the low- 
est echelons in the intelligence community have taken time to 
pause because we are confused. The nation of Israel, arguably the 
greatest enemy of our current adversaries in the Gulf region, is not 
scrambling like the United States to inoculate their civilians and 
soldiers. They have protective equipment ready for use if necessary. 

And the fifth is 200,000-plus compliant service persons are not 
an endorsement of the AVIP. The silent majority does not want to 
take these shots based on the legitimate concerns that were 
present before this committee investigation began and still have 
not been answered by this probe. 

Soldiers are not disputing that they are in the armed forces and 
must respect the orders of superiors. Trust and respect work both 
ways. In times of peace, the military must train as they fight in 
order to be confident that in the day of battle each soldier will un- 
derstand their duty and will execute without question upon order. 

However, let us make sure we keep the AVIP in context. You 
were told in your first hearing that soldiers, “cannot choose which 
order to follow.” Very true. But how do you expect soldiers to trust 
the orders of their superiors on the day of battle when, during 
peace, they poorly plan and execute programs like this one. 
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To add injury to insult, they attempt to convince the American 
people and us that this 1950’s technology is my, “body armor,” and 
is important as my gas mask for attacks of biological-chemical 
cocktails. 

Soldiers are not fooled and I hope you will not be either. 

This issue will affect me personally in the near future. I do not 
want to risk my personal health for this program that is extremely 
suspect, at best, in light of the current information available. There 
are legitimate concerns as we have outlined them. 

I have contacted both Senators and my Congressman, John Pe- 
terson, regarding the issue. I am not aware of any written policy 
regarding service personnel with less than 18 months. When I am 
forced to choose whether to take the shots in June, I will have only 
10 months left in the Army. Even if I suspend critical analysis of 
the situation and blindly trust the DOD and take the shots, I will 
have no recourse if it causes my family or I future problems — 
health problems. This is because of the legal precedent of the early 
1950’s commonly referred to at the Feres doctrine. 

The doctrine has held that the Government is not liable for the 
effects of military service. The lawsuits stemming from birth de- 
fects in children of Gulf war veterans have been dismissed based 
on the Feres doctrine in the past 2 years. 

The most I could hope for if I take the shots and suffer future 
health problems is treatment from the Department of Veterans Af- 
fairs, if my income is low enough. Therefore, in light of the current 
information, I do not feel compelled to comply with the AVIP. 

The consequences of not complying, if I do not comply, will likely 
be demotion, fines, and threats of a prejudicial discharge. I do not 
want to face these consequences; however, I will do so if I am 
forced to. I will do it not only for me but also for my fellow service 
members and citizen soldiers in my congressional district that are 
without a voice. 

The majority of service personnel in my unit and, if surveyed, the 
entire military do not want to take the vaccine. The majority of a 
volunteer force is from the lower portions of our society in terms 
of affluence. This means that the majority of service personnel can- 
not take the financial hardship of fines. In addition, a discharge 
that is not honorable will take away the soldier’s GI bill, which is 
why many young Americans of modest means join the military 
service, a promise of access to education to build a brighter tomor- 
row for themselves and their families. 

In my opinion, with so many questions outstanding at this time, 
it is wrong, even immoral, to force service personnel into choosing 
between these alternatives. It is time for Members of Congress, es- 
pecially Members representing districts like mine, to step forward, 
take a principled stand, and ask that this program be halted, made 
voluntary, or, at minimum, suspended until the deliberative bodies 
of the U.S. House and Senate complete their reviews of the AVIP 
and report their findings. 

Thank you, Mr. Chairman. 

[The prepared statement of Mr. Shepard follows:] 
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Statement of Sei^eant Michael B. Shepard 
Before the Subcommittee on National Security, 
Veterans Afbirs, and International Relations 
Of the Committee on Government Reform 
Of the House of Representatives 
April 29, 1999 


Kfy fttnily and I are restdeots of PottO’ Coun^ that is in the Coigressional District in rura] northcentral Pennsylvania. 
Congresanm John Petersm r epres ents us. I am cinrently finiAing a four year enlistmen t as a military intelligoice analyst in the 
U.S. Anny. I am proud of service and deqily respect the military atMl fte great freedom it defends eveiyd^. At this time, I 
serve as the training n<n-commissioaed c^co^CO) and the Nuclear. Biological, Chonical Warfare 

Ncai-cammissioned ofBcer in tny unit I am here to ^>eak for, wdial I bdkrve, is the silent mqority in the aimed forces on the 
Anthrax Vaccine Immunizaticn Program(AVIP). 

At this point, I want to make it clear for the record that my opinions on this issue are not tied in any v/«y to the possibili^ of me 
being (ployed. I am not on dq}ioynKat orders, have not bem in Uk past year, and do not intend to be dq>l(Q'ed in the near future. 
However, I am prepared to deploy at a moment’s notice. Furtbenncre, my service record is impeccable. I have never been 
accused of misconduct, ^ven noo-judicial punishment or even given a negative counseling statcmoit My record demonstrates 
adiievemait far and beyond my peers in such a shot period. 1 was patwooted with two waivers and affirmed my si^Kiiors’ 
ccnfidoice by graduating fitm Amy’s leadership school as die honor ^aduate. This year I was chosen to assist my 
cntnmander in managin g OUT Unit training which IS a slot usually filled by a soldier at least one grade higbtf dian mine. These 
statements are to totally djsann the suggestions that have been made or will be made in the future regarding nymotivatiai or ny 
fellow soldiers' motiv^on who <^po9e the AVIP. We work evesyday to defend our fieedom and are willing to enter harm’s wt^ 
at any time for our country. My teshmony today expresses my ooovictions and is not intended to reflect ca r q ire sen t the Army’s 
policies or views. 

My comments regarding safety and efficacy today are meant to communicate the situation that faces the average enlisted soldier. 
My credibility do« not lie in what I know about science but in what 1 know about soldiers. We have beard opposing views 
regarding the safety of this vaccine on several fronts: 

1 . No long-term studies available on the effects of this substance over a long period of time other than the anecdotal, 
non-scientiBc, noo-peer reviewed examples that there are no ill health effects in militaiy lab workers 

2. FDA t^iprova] is based on pre-1970 study that apparently would otM meet a FDA standard lod^. 

3 . Serious questiois regarding the production facility. 

4. Current reactions of service members. 

5. Circumstantial eridence linking vaocioatioas, possibly anthrex, to Gulf War Illnesses. 

In "HHitinn the efficacy of this vaccine has been debated 

1 . The vaccine was developed for cutaneous anthrax exposure atxi studies on inbalation anforax are limiled at best 

2. Soiate rqxirts inHiMtg efficacy of vacrine is unloiown based on the limited testing. 

The exacerbating element of the AVIP is the shninkuig credibility of the 1X>D. Sinceyour last bearing, the Army has dtanged its 
AVIP IxochuFe to retract its claim that veterinariaiis routmely use this vaceme. Tbe claim that most friewQy that take care cS 
our domestic pets take this vaccine comforted many service persooDei until is was debunked In addition, the publictfion of the 
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investig^on ta V«aiJy Fair on 4e sathrax vaccine’s poraHe & to Gulf War Dlaesses has iurther danced &e DOD’s credibility 
e«a if you disraiss ladf c£ Ifae article as sensaticfflaliaH. Finally, Ok aaitey’s heavy-handed tactics for produ cing a '‘sutxxssfui' 
program have been brought to light by the reversal of the dectsicHi reganiing PFC Lundbom’s discharge that was announcoi 
behxe this veiy commiUee and tboi dianged when be returned to tns taut 

Any SCTvice perscsj thM has completed basic traiaing recogruzes the DOD’s claims to feis comaiittee and the CoBgressii®ai 

staff, wiids it is vodtoously lobbyii^ tl^ this vaccine is "k inqxx^mt as sanying a xifie or gas mask" cff is a vital piece of 
Txjify armor* are quizzical, at best In fact, aren’t these claims tn^Iii^ when you consider that these senior leaders are expecting 
us to believe that the cnkfc technology of the 1950’sand l960’s is the bo<fy armor ofthe next millennium? One soldier who was 
in the Golf regicm last year and began his anthrax vaccinatkais vdule swving in the Gulf had this story. Upon returning from the 

deployment he turned in his NBC ijrotociive ©qpiqnnent The NBC MCX) dnidclcd lod told him it was a good thing th^ did not 

gel fait becauas this soldier’s equipment was oofrfated by mflitary standards and would have been little use to him. Is this the best 
we can do as the most modemi^ military in the world? Why aren’t we researching and developing the best protective gear that 
combines a more effective protective raa^ with pntodive dothing that allows for more flexibility to accomplish the mission? If 
we are Siis coocCTced with an imminent attack, w need to make it die bi^rest priori^ to obtain toe best protective equipraert and 
ti^itly control the natirmal skx^ so tort we are alvny? ready to ^ to war. 

In of these real concons, I believe the informrtiem available to soldkrs and the lack of candor exhibited by DOD officials, 

when pointedly questioned on the infbnnalicm, leaves the enlisted soldier two options. The soldier can blindly tmst the DOD and 
acc^t toe ai his own risk <x refuse toe toots and acc^t the current coototoiaiizatkm of this lect as disobe^ng an ordo*. 

if this were all an acad e m i cdiscuss’.on then it would certaiidy be iittriguing rt this point Ifowever.even as we speak, men aod 
women in uniform are facing very serious and difficult choices (hat have loog-term consequences just like this vaccine. You see 
this issue is about class, tea Most members of an all volnnleer force are fixxn toe middle and lower classes of society. The service 
is gsssally coo^sed of citizens frtaa urban and rural America. Rural districts just ^ my own. These people sre barely paying 
toto* Mis with tlshr p^cbccks. 

Place yourself in toe boots of a 23 year-old PFC vtoo is a smgle motho' struggling to get by on her salary and additional 
assistance. ShehasfoUowedthe AVIP issue until itis ha turn. She is faced with these very serious, le^timate, and real questions 
r^ardir^ the effects on her faeffth cn toe one hand and the loss of her h veliboed, educattoort benefits, and loss of aa honc^tole 
characterizatiem of Irer loyal service to toe U.S. Amyoatoeotoer. Whrt does the specialist who is getting married this summer 
do? He needs leave in June and needs toe G.I. Bill to provide for his wife and future family. He tosolutely does not want to risk 
his health in this pro^^ especially since he will leave the military in 10 months anyway Whrt are his choices? Whrt about the 
soldi^ who has three kids aid has 10 years in the service and is lilx most soldiers; barely making ends meet and cannot 

even imag^ affile let aims iosofrank.? These pssonnel may initially refuse but afl«' crsitiouii} threats and consideratkai of 
their future will yield to toe harassment and submit tow bodies because of a dollar bill. In my personal experience I am aware of 
several initial AVIF refusers who were threatened with toe oiUiUiy punitoments and then complied with the program. Hvety 
soidio' I qieak to has reacted .substantially to toe toots with severd differing diarrhea, abdominal cramps, malaise, flu-like 
^m;>b»ss including fever, headache, and in some cases vomiting, to additiao. local swelling has lasted longer toan any toot toey 
have eva* tak^. soldiers' arms have stoyed swollen fin* over two weeks. I asked these scJdiers about using toe VAERS 

fMn They did sot know it existed and were not issued ooe when vacciarted. Nor were toe soldiers briefed on how to report 
reactions or the importance of repotting these reactionsfortbe success of this program. 

A t iny level, my observatiais on toe impact of this program as a first-line supervisor include the foliowiag: 

1 . Soldiets overwhelmingly diatnist toe DOD on this issue because of toe available infMUiaiion. 

2. Soldiers put their career, livelihood, and educational benefits befere th«r legitimate concems for toeir health. 

3. Soldier morale end (rust in our leadersliip is suffering due to toe obvious sleamroUering over legilunate concerns aod questions. 
It will continue to do su if this program is toowed to continue unabated and fiitore vaccination programs follow this model. This 
will affect rrtention in both direct and indirect w^ 

4. Sokfiem are cemtosed with toe sudden pafaooia rtxxit NBC attadcs to toe public and |»ivrte secur. The dffense establishment 

has known about weaponized anthrax and other elements since rt toast 1990 if not long before. The threat has always been real 
but taking action for acticHv’g sake does not help toe situatkm. It seems more like a Band-Aid toan strategy. Those of us rt toe 
lowest ectoelons to toe intelligence cotnmuni^ have taken time to pause because wc are confused The nation of Israel, arguably 
toe peatesi mreaiy (ff our currcsit adveaaries to toe Gulf regtoo, is not scrantoitog like toe U.S. to inoculate its civilians ^ 
solders. ha:^ protertitre equijssent ready tor use if necessary. 
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5. 200,000 plus compliant service persons are not endorsements <rf flic AVIP, The siloit majc^^ does not want to take these 
shots based on the legitimate concerns that were present befcwe fliis committee investigaticai began and still have not been 
answered by this probe. 

Soldiers are not disputing that they are in the armed f<xces and must respect the orders of atperiors. Trust and respect work bofli 
w^s. In times of peace, tbemilitaiy must train as they fi^t in wcfer to be confident that on the day of battle eadi soldier will 
understand their du^ and will execute it witlxiut questicm upon order, {fowever, let us make sure that we keep the AVIP in 
context. You were told in your first hearing that soldiers "cannot dioosewhidi orders to follow." True. But how do you expect 
soldiers to trust the <»ders of their superiors on the day of battk when, during peace, they poorly plan and execute programs like 
this OIK? And to add injury to insult, they attempt to convince flie AmCTican people and us that this 1 950’s technology is my "body 
armor" and as important as my gas mask fcx' attacks of biologicai-diemical cocktails? Soldios are not fooled and I hope you will 
not be either. 

This issue will affect me personally in the near future. My unit will be lined up <hj June 7*, 21’‘, and July 6* and f(»ced to take 
the first three vaccinati<ms. I do not want to risk my personal health fix' this program that is extremely suspect, at best, in light of 
the current information available. There are legitim^ coocems. as outlined in Mr. Sbs^’ statement that <^)aied the initial 
proceedings on this issue, about the long-tenn safe^ of the vaccine, the manufacturing processes, and the DOD’s past record on 
medical matters. In addition to these omcems, I am concerned about the recent findings in the GAO report to Congressman 
Metcalf and the Vanity Fair investigation. I have contacted both of iityU.S. Senators and my Con^essman John Peterscm 
regarding this issue. 

This vaccine is administered in six shots over 18 months. I am not aware any written policy regarding pea'sonnel with less than 
18 months in service. Wboi I am forced to dioose whether to take the shots in June I will have cxify 10 months left in the Army 
Even if 1 suspend critical analysis of the situation and btindfy trust the DOD and take the shots, I will have no recourse if it does 
cause my family or I future health problems. This is because of the legal precedent of the early 1 9S0*s ccnnmonly referred to as 
the Feres docftine. The doctrine has held that the govemment is not liable for the effects of military service. Lawsuits stemming 
firm birth defects in children of Gulf War veterans have been dismissed based on the Fetes doctrine in the past two years. The 
most I could hope for if 1 take the shots and suffer future health problems is treatment fiom the Department cf Veteran’s Affairs if 
my income is low enough- Therefore, in light of the current infbnnatioD I feel compelled to not rxxnply with the AVIP. 

The consequences of not complying, if Ido not comply, will likely be demotion, fines, and threats of a prqudicial discharge. Ido 
not want to these consequences. However, I will do it if 1 am fixced to do so. I will do it not cmly fix me but also for my 
fellow service members and the citizen soldiers in my Congr essional District that are without a voice. The majority of service 
personnel in my unit and, if surveyed, the oitire military, do not warn to take this vaccine The majority ofa volunteer force is 
fiom the lower porticms of our society in terms of afilueoce. This means that the majority of service personnel cannot take the 
financial hardship of fines. In addition, a discharge that is not honorable will take away that soldier’s GI Bill whidt is wlty maity 
young Americans of modest means join the military service: die promise access to education to build a blister tomoirow fix 

themselves and their families. In my r^inion, with so many guenons outstanding at this time, it is wrong, even immoral, to force 
sovice personnel into choosing between these altonatives. It is time for a Members of Congress, especially Members 
representing Districts like mine, to step forward, take a principled stand, and ask that this program hall^ made voluntary, (x 
at minimum, suspended until the delibWative bodies of the U.S. House and Senate con^lete their reviews of the AVIP and report 
their findings. 

[Home] 
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Mr. Shays. Thank you, Mr. Shepard. 

Mr. Shepard — I am going to refer to him as Mr. Shepard. You 
are in uniform but you are testifying as a private citizen? Is that 
correct? 

Mr. Shepard. I am testifying — I can testify as a member of the 
Service with the invite that you gave me. I checked with legal 
counsel. And testifying as an enlisted person as well as a private 
citizen 

Mr. Shays. You are in uniform and you are a sergeant. Correct? 

Mr. Shepard. Yes, sir. 

Mr. Shays. OK. Let me just say to you that I would not want 
you to in any way infer from these hearings that it would be our 
recommendation that you not comply based on your orders. This 
would be clearly a personal decision, and I would respect your per- 
sonal decision. But I just want to make sure that you wouldn’t feel 
false cover by coming to this committee and then taking that stand 
and inferring — ^because I have concerns about it being mandatory 
and voluntary, and maybe concerns that go deeper than that, that 
I not mislead you. 

Mr. Shepard. I appreciate that, Mr. Chairman. I recognize it is 
a personal choice and all the personal consequences that may fol- 
low will fall upon my head. 

Mr. Shays. Well, your statement was very articulate and ex- 
tremely well thought out and impressive, as were all the testimony. 

I am just going to say it again, and that is, we are trying to de- 
termine whether this is the right policy for the military. We are 
trying to determine whether we can feel comfortable that the an- 
thrax vaccine is safe. We are trying to determine whether or not — 
how we want to weigh in on this. 

The one thing I feel pretty convinced about is, given what I 
know, that it should be voluntary and that you shouldn’t be, Mr. 
Shepard, placed in the situation you feel placed in. 

And the other thing I know is that we don’t even have to get into 
a debate on the issues that we heard from Ms. Martin-Allaire and 
Ms. Groll and Mr. Churchill about the fact that you have taken the 
vaccine and you do know your bodies, you know how you felt be- 
fore, and you know how you felt afterwards. And you shouldn’t be 
left in this vacuum, trying to fend for yourself. Your employer, your 
government should be by your side, helping you in every way, and 
you shouldn’t even have even a speck of feeling somewhat deserted 
and betrayed. 

And if nothing else, I certainly would want to weigh in on that 
side of it. I am going to just ask any of you — ^your testimonies are 
pretty comprehensive, they are fairly consistent. In the case of Ms. 
Allaire, Ms. Groll, and Mr. Churchill, you are also making a state- 
ment besides the fact that you do not feel well. And you describe 
symptoms that are quite similar. You are making the statement 
that others you work with are encountering the same problem. 

Out of how many? If you would, Ms. Martin-Allaire. Why don’t 
you move that microphone over a little bit further. 

Dr. Nass, you kind of got us into this whole issue, but I am just 
going to focus on those that have been on the firing line right here 
as 
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Ms. Martin- All AIRE. In our group this past time, around in Sep- 
tember, there was 12 of us that started receiving the shots. 

Mr. Shays. And how many are not — are feeling the effects? 

Ms. Martin- Allaire. There was nine. 

Mr. Shays. Nine out of 12. 

Ms. Groll. Sir? 

Mr. Shays. Yes. 

Ms. Groll. I think it is important to note too that we are the 
first, we are the, say, guinea pigs. But they have called us the 
guinea pigs, too. We are the first ones at our base to receive the 
shots. We are the first group of individuals to receive them. 

Mr. Shays. It kind of makes you wonder too though if you don’t 
have a batch that is not up to the level it should be. Well, we will 
be pursuing that as it relates to the 12 of you. 

Mr. Churchill, you are not part of the same 

Mr. Churchill. Yes, sir. 

Mr. Shays. So you are three of the nine? OK. 

Mr. Churchill. Also, I would like to make mention that on 
Tuesday, before we came down here, I had called our clinic because 
I wanted to get a copy of my VAERS form that I sent to the GDC. 
And there is a lot of debate about these VAERS forms that they 
are taking their numbers from. 

When I called our senior health technician at our clinic, I had re- 
ferred to if I had my copies still in my medical records before I 
went to Wright Patterson, and she said yes. And I had questioned 
if I could get a copy of that form from her, and she said sure. Well, 
I in turn had mentioned what had happened to the other forms 
that were filled out for all the other individuals that were sent to 
Wright Patterson, being all 12 of us, and she said she still had 
them and the only ones that were probably sent out she didn’t 
know what to do with them still, other than she had inputted the 
information into the military immunization tracking service. But 
she never forwarded them to anybody else. 

So they are still sitting in our unit since they were filled out the 
second week in March. 

Ms. Groll. The only VAERS forms that the CDC has received 
have been from the three of us, and that is because we independ- 
ently either faxed them or I personally mailed mine. And I have 
a confirmation. I included that as part of my written testimony 
from VAERS that they received my vaccine. The rest of the individ- 
uals that counted on the clinic to forward them on, it has never 
happened. 

Mr. Shays. Tell me what you think the significance is of the 
misdating, that it was just carelessness or intentional? 

Ms. Groll. What was the question? 

Mr. Shays. The misdating of the shots. 

Ms. Groll. I personally feel it was intentional. As I stated in my 
statement, sir, that it is their impression, and it is also out on I 
believe it is the DOD Web site, there’s a 24-hour window. By giving 
us the shot on Sunday, and this an impression, sir, and an opinion 
of my own 

Mr. Shays. I understand. That is what I am asking for. 

Ms. Groll. By giving it to us on Sunday, we were on annual, in 
UTA status. So we were in a military status. To get it in the mid- 
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die of the week, when we were supposed to receive it, they would 
have had to once again put us on orders and also to bring in a phy- 
sician. And they didn’t want to have to do this. That is why the 
decision was made at — we didn’t even receive our shots until 
almost 

Mr. Shays. I am sorry. I don’t understand the significance of why 
they would have to have a physician — I mean what is 

Ms. Groll. They would have to bring someone in because we do 
not have any full-time nurses or physicians at the base. 

Mr. Shays. But how does the misdating exempt them from that? 

Ms. Groll. Because they gave it to us 2 days early while we 
were in a military status. 

Mr. Shays. Oh, I see. So the implication was that it was done 
while you were 

Mr. Churchill. We were on drill status on the weekend. 

Ms. Groll. Right. They needed to give it to us in a military sta- 
tus, otherwise it would have cost them significant amount of 
money. As when we were sent to Wright Patterson, we were also 
sent to Wright Patterson and we had to take annual leave from our 
civilian side. As a GS employee, we had to take annual leave, and 
they sent us to Wright Patterson in a non-paid duty status. 

Mr. Shays. That is interesting. 

Ms. Groll. We sit before you very broken. 

Mr. Shays. What is that? 

Ms. Groll. We sit before you very broken and frustrated. 

Mr. Shays. Yes. I know. 

Ms. Martin- Allaire. Sir, can I add something to that too? 

Mr. Shays. Sure. 

Ms. Martin- Allaire. On the dates of the shot records, I have 
since during all of this time, contacted the Pentagon and asked 
them what the requirements were on if you could be given the 
shots early. And if you can, you know, whatever. And the response 
that I got back from the Pentagon was that you can’t even get the 
shot 24 hours early. 

Mr. Shays. See, the problem for us in Government, you know, on 
this side, is that we are told, that this is what the need is, this is 
how we do it, and it sounds a lot more efficient than the real-life 
story of how you encounter it. And it sounds a little more, when 
you have those who are involved in implementing it, they — you get 
the sense that it has a little bit more feeling and compassion to it 
than the kind of experiences that each of you have put on our con- 
gressional record. 

Mr. Shepard, tell me what — summarize what is motivating you 
to be so out-front here? 

Mr. Shepard. I had — Mr. Chairman, I had no intentions of being 
out front. My conversation with your staff indicated that my strat- 
egy was to keep my concerns close to my vest until I had to make 
this very personal decision. I was collecting information in regards 
to this issue. I wanted to find out what this committee was doing 
so I could give the pertinent information to my elected representa- 
tives. 

So in that process, my concerns, as indicated here, were commu- 
nicated with your staff and thus they obviously conferred with you 
and issued an invite to me. 
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I had a decision to make at that point, whether to stay private 
or to go public. 

Mr. Shays. No. I realize that we asked you to be here. So 

Mr. Shepard. Right. Well 

Mr. Shays. I want the record to state that. You came at our re- 
quest. 

Mr. Shepard. The reason being, the reason I am speaking is be- 
cause I have, quite frankly, I have a limited ability to withstand 
the financial punitive measures, and if I decide to make that deci- 
sion, I will have the ability to weather that type of storm. Ninety- 
nine point nine percent of the people that I am speaking — that I 
work with cannot — that is the first thing, that they can’t even deal 
with these legitimate concerns that are here because of the dollar 
bill that they need to pay their next paycheck with. 

Mr. Shays. You know, your reference to paying the next pay- 
check, our committee oversees the defense and intelligence commu- 
nity and State Department for waste, fraud, and abuse. We don’t 
pass laws. We investigate, make recommendations, and then work 
very hard to have the committees of jurisdiction make changes to 
the statute or the appropriators fund the money. 

But one of the things that we are looking at is the working condi- 
tions of our military. Why we don’t have the recruitment success 
that we have had? Why are we not having people re-enlist? 

And one of the things that has been a real eye-opener for me is 
the pay scale that so many of our men and women have to abide 
by and live by. So it is very poignant for you to 

Mr. Shepard. You will get the type of compliance that you have 
been — that has been reported to you if you deal with what every- 
body understands, including the DOD, and obviously Congress 
deals with it, money. 

And obviously, at the lower rungs of society, at the lower levels 
of affluence as I have indicated, that in an all-volunteer force you 
are going to get socio-economically, you can contextualize not want- 
ing this shot and then refusal as disobeying an order. That speaks 
volumes because the other side has nothing to speak. 

Mr. Shays. Well, I have been very impressed with the men and 
women that I have seen in our service, at all levels of command. 
But it really gives you cause with your kind of testimony. 

Dr. Nass, what is your reaction to what you have heard? Let me 
just say to all of you, I am going to kind of close this up because 
I think your statements speak volumes and now it will be our job 
to personally follow, in particular, the four of you as you sort this 
out. And we will try to do our best to help and also, given that you 
are 9 out of 12 , it sort of gives us a pocket to look at. It will tell 
us a lot. 

I want you to make sure, if I don’t say this to you later, that you 
feel very willing to be back in touch with our committee, and, if you 
are not satisfied, and I know you will be, but if you are not, with 
what the committee is doing, to call my office personally. And let 
me know that personally. 

Dr. Nass. 

Dr. Nass. I am not quite sure what question you are asking. 
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Mr. Shays. Well, I am asking you a very general one. You gave 
a testimony in the beginning. Were you surprised by what you 
heard? Do you think this is typical? Do you have any 

Dr. Nass Yes. 

Mr. Shays. OK. So I am just asking for a general but not long 
answer to the question. 

Dr. Nass. Based on purely anecdotal evidence, which is all that 
exists, reports of probably from 50 to 100 people, some who filled 
out questionnaires and some who only wrote me a little bit about 
their symptoms, I believe that the syndrome that these three peo- 
ple have described is fairly typical, although they may be more se- 
vere than most. 

From what I know, there are two lots in particular, each lot 
being approximately 200,000 doses, that have caused the majority 
of symptoms and that those people who report to me also — when 
they are ill and they survey other people who receive vaccine at the 
same time that they did, they find that a large number of those 
people also seem to be having chronic symptoms 

Mr. Shays. Yes. Let me interrupt a second to say: Are you told 
the lot numbers when you are given the shot? 

Ms. Groll. It is indicated in our shot records, sir. And I be- 
lieve — I know I did, I submitted copies of my shot record. And they 
are all FAV030 is what it is recorded. 

Mr. Shays. OK. We will trace that. I am sorry. 

Dr. Nass. So, anyway, what I hear is that 020 and 030 are the 
major problems. But we know that only six or eight lots passed 
testing. We don’t know how many of those lots have actually been 
used. So there may only be four lots that have been used and what- 
ever. 

It may be that, you know, when the generals say they haven’t 
had any adverse effects, I believe them. And I hear from some peo- 
ple on board ship that hardly anyone has had an adverse effect, 
and then on another ship everybody has had an adverse effect. So 
I think what we need is active surveillance, which has not yet 
taken place. 

I don’t know what the numbers will be in the end. You know, it 
is hard to even say how many people are suffering severe symp- 
toms from Gulf war illness, although over one-seventh of those who 
went to the Gulf have reported problems. 

It is impossible to say at this point how widespread this is going 
to be, but I — I mean I have a list from one base where 38 names 
were given to me of people who are ill. 

So 

Mr. Shays. Well, that is a helpful way to kind of wrap this up. 
And I would like to acknowledge and thank Dr. Myers for staying 
and listening to this testimony. I frankly think that is a fine thing 
for you to have done. 

And with that, we will, unless there is any other comment. And 
I would welcome any other comment. We will call this hearing ad- 
journed. 

[Whereupon, at 2:17 p.m., the subcommittee was adjourned.] 
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